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incontinence

Review questions

This evidence report covers a number of review questions within subsections. The following
are the two review questions that are going to be covered in this document:

e What is the most effective surgical management of stress urinary incontinence, including
mesh and non-mesh procedures?

e What is the effectiveness of surgical management of stress urinary incontinence (including
mesh and non-mesh procedures) compared to pelvic floor muscle training?

8
Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for
surgical management of stress urinary incontinence DRAFT (October 2018)
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Surgical and conservative management of
stress urinary incontinence

Review question

What is the most effective surgical management of stress urinary incontinence, including
mesh and non-mesh procedures?

Introduction

The obijective of this review is to identify effective surgical treatment options for stress urinary
incontinence in adult women, updating the review performed and the recommendations
made in the previous guideline. The need to update this question has been highlighted by the
reports of serious adverse events occurring in women who have received mesh or mesh
sling surgery.

Summary of the protocol

For a summary of the Population, Intervention, Comparison and Outcomes (PICO) see Table
1.

Table 1: Summary of protocol (PICO table)

Women (aged 18 and over) with stress urinary incontinence who
have failed conservative treatment or declined conservative
treatment; OR, women with mixed Ul with confirmed stress
predominance who have failed conservative treatment or declined
conservative treatment

Women who are naive to treatment or having repeat surgery
Women with urodynamic stress incontinence (USI); concurrent
intrinsic sphincter deficiency (ISD); concurrent overactive bladder
(OAB); or concurrent POP (as indicated by the POP-Q system)
e Suburethral slings (synthetic mesh)

o Retropubic bottom-up (e.g. TVT, IVS)

o Retropubic top-down (e.g. SPARC)

o Transobturator inside-out (TVT-O)

o Transobturator outside-in (TOT, e.g. MONARC, Obtape)

o Single-incision mini-slings (SIMS)

- Non-adjustable (e.g. Contasure Needleless, TVT-Secur,
MiniArc, Ophira)
- Adjustable (retropubic [e.g. Ajust], transobturator [TOA])

e Colposuspension (Burch, paravaginal fascial repair)

o Open abdominal retropubic suspension

o Laparoscopic retropubic suspension with sutures
¢ Biological slings

o Autologous rectus fascial sling

o Non-autologous slings (allografts, xenografts [e.g. porcine])
e Para or transurethral injections (bulking agents)

o Bulkamid (polyacrylamide hydrogel)

o Macroplastique (water soluble gel with silicone elastomer)

o Captive

o Collagen

9
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o Artificial sphincters

¢ Synthetic sling versus colposuspension
¢ Synthetic sling versus biological sling
o Synthetic sling vs autologous sling (e.g. TVT vs rectus fascial
sling)
o Synthetic sling vs non-autologous biological sling (e.g. TVT vs
porcine dermis sling)

e Retropubic route (e.g. TVT) versus Transobturator route (e.qg.
TOT)

¢ (Non-adjustable) Single-incision mini-sling versus other synthetic
sling (e.g. TVT-Secur vs TOT)

¢ Adjustable sling versus other synthetic sling (e.g. TOA vs TVT)
e Laparoscopic colposuspension versus open colposuspension
e Colposuspension versus biological sling
o Colposuspension vs autologous sling
o Colposuspension vs non-autologous biological sling
¢ Bulking agent versus other surgical technique
o Artificial sphincter versus other surgical technique
Critical
¢ Continence-specific health-related quality of life
o ICIQ
o BFLUTS-SF
o i-QOL
o SUIQQ
o UISS
o SEAPI-QMM
o ISI
o KHQ
o E-PAQ for Ul-specific QoL
o PISQ-12 for sexual function
o Adverse events (immediate post-op or perioperative)
o Severe bleeding requiring a blood transfusion
o Internal organ injury to bladder or bowel
e Complications
o Pain
o Mesh erosion or extrusion (vaginal, bladder, urethra)
o Fistula
o Need for catheterisation
o Infection
o De novo overactive bladder symptoms
- Urge incontinence
- Frequency
- Urgency
- Nocturia
o Occurrence of POP
o Wound complications

Complications will be stratified by short-term (<1 year), medium-term
(>1 year to <5 years), and long-term (>5 years)

Important
e Change in continence status

10
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o Subjective report

o Objective cure rate

o Negative stress (cough) test

o Number of incontinence episodes per day
¢ Patient satisfaction/patient-reported improvement

o Patient global impression of improvement (PGI-I)
o Repeat surgery for Ul or POP, or mesh complications
BFLUTS-SF: Bristol Lower Urinary Tract Symptoms Scored Form; EPAQ: Electronic Patient
Assessment Questionnaire-Pelvic Floor; ICIQ: International Consultation on Incontinence Modular
Questionnaire; ISI, Incontinence Severity Index; I-QoL: Urinary Incontinence Quality of Life Scale; IVS:
intravaginal slingplasty; KHQ: King’s Health Questionnaire; POP: pelvic organ prolapse; SEAPI-QMM:,
Stress, Emptying Ability, Anatomy, Protection, Inhibition of bladder activity-Quality of life, Mobility,
Mental status standardised reporting system; SUIIQQ: Stress and Urgency Incontinence and Quality
of Life Questionnaire; TOT: (synthetic) transobturator inside-out mesh sling; Ul: urinary incontinence;
UISS: Urinary Incontinence Severity Score.
Brands of mesh sling: AMS MONARC, Bard Ajust; Boston Scientific MiniArc; Contasure-Needleless;
Mentor Obtape, AMS SPARC, Gynecare TVT, Gynecare TVT-O, Gynecare TVT-Secur, Promedon
Ophira.

For details see the review protocol in appendix A.

Methods and process

This evidence review was developed using the methods and process described in
Developing NICE guidelines: the manual 2014. Methods specific to this review question are
described in the review protocol in appendix A and for a full description of the methods see
supplementary material C.

For the composite cure outcome and patient satisfaction/patient-reported improvement
outcome at approximately 1 year after surgery the guideline committee considered the
published NMA ( ) that examined the effectiveness of surgical
options for stress urinary incontinence. The version of that was considered
by the NICE guideline committee was a draft version of the manuscript dated July 2018.
That version is yet to complete the editorial review process in line with the National Institute
for Health Research (NIHR) Journals Library policy.

Declarations of interest were recorded according to NICE’s 2014 conflicts of interest policy
until 31 March 2018. From 1 April 2018, declarations of interest were recorded according to
NICE’s 2018 conflicts of interest policy. Those interests declared until April 2018 were
reclassified according to NICE’s 2018 conflicts of interest policy (see Register of Interests).

Clinical evidence

Included studies

One hundred and forty-one articles reporting 109 RCT were identified as relevant to the
review on the clinical effectiveness and short- and medium-term complications of surgery for
stress urinary incontinence (SUI). The majority of studies were two-arm RCT that compared
either the retropubic and transobturator routes of delivering a synthetic midurethral mesh
sling (MUS) or a single-incision mini-sling (SIMS) with a more traditional synthetic MUS. No
relevant RCT that compared an artificial sphincter to an alternative SUI surgical technique
were identified. The majority of studies included women with some degree of POP although it
was unclear in the majority of them whether the participants had received concomitant POP
surgery. The majorty of studies also failed to explicitly report whether participants had failed
or declined conservative treatment such as pelvic floor muscle training.

11
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Sixteen articles reporting 12 RCT were identified that compared colposuspension to a
synthetic mesh sling in women with pure SUI, stress-predominant mixed Ul, or urodynamic
stress incontinence (Bai 2005; Bandarian 2011; El-Barky 2005; Foote 2006; Liapis 2002;
Paraiso 2004/Jelovsek 2008; Persson 2002; Sivaslioglu 2007; Trabuco 2016, 2018; Ustun
2003; Wang 2003; Ward 2002, 2004, 2008). One RCT was a 3-arm trial that compared TVT,
autologous (rectus) fascial sling, and open colposuspension (Bai 2005). Seven articles
reporting six trials compared open colposuspension with sutures to a retropubic mesh sling
(Bai 2005; El-Barkey 2005; Liapis 2002; Trabuco 2016, 2018; Wang 2003; Ward 2002, 2004,
2008) with all the studies using a bottom-up mesh sling (TVT). Four of the studies compared
laparoscopic colposuspension with sutures to a retropubic mesh sling (Foote 2006; Paraiso
2004/Jelovsek 2008; Persson 2002; Ustun 2003) with one study using a top-down
suprapubic arch sling (SPARC) and three studies using a bottom-up mesh sling (TVT). Two
of the studies compared open colposuspension with sutures to transobturator mesh sling
(Bandarian 2011, Sivaslioglu 2007) both of which used an outside-in mesh sling (TOT). No
studies were identified that compared laparoscopic colposuspension to a transobturator
mesh sling. The majority of studies reported follow up times of 12 and/or 24 months, whilst
the longest follow up time was 65 months. Only four studies reported in 6 articles excluded
participants from having concomitant POP surgery (Bai 2005; Foote 2006; Sivaslioglu 2007;
Ward 2002, 2004, 2008), whilst all the participants in the study by Trabuco 2016 had
concomitant POP surgery.

Seventeen articles reporting 14 RCT were identified that compared a biological sling to a
synthetic mesh sling in women with pure SUI, stress-predominant mixed Ul, or urodynamic
stress incontinence (Al-Azzawi 2014; Amaro 2009; Arunkalaivanan 2003/Abdel-Fattah 2004;
Bai 2005; Basok 2008; Guerrero 2010/Khan 2015; Sharifiaghdas 2008/Sharifiaghdas 2017;
Sharifiaghdas 2015; Silva-Filho 2006; Tcherniakovsky 2009; Teleb 2011; Ugurlucan 2013a;
Wadie 2005; Wadie 2010). Three of the RCT were 3-arm trials, one of which compared TVT,
an autologous rectus fascial sling and open Burch colposuspension (Bai 2005), one which
compared autologous rectus fascial sling, porcine dermis sling and vaginal wall sling (Teleb
2011) and one which compared TVT, an autologous rectus fascial sling and porcine dermis
sling (Guerrero 2010/Khan 2015). Fourteen articles reporting 11 trials compared an
autologous rectus fascial sling to a synthetic mesh sling (Al-Azzawi 2014; Amaro 2009; Bai
2005; Guerrero 2010/Khan 2015; Sharifiaghdas 2008, 2017; Sharifiaghdas 2015; Silva-Filho
2006; Tcherniakovsky 2009; Teleb 2011; Ugurlucan 2013a; Wadie 2005; Wadie 2010); 2 of
these studies used an adjustable transobturator outside-in mesh sling (TOA,; Silva-Filho
2006; Tcherniakovsky 2009), 1 study used a transobturator outside-in mesh sling (TOT; Al-
Azzawi 2014), 1 study used an SIMS (Sharifiaghdas 2015), whilst the remaining 7 studies
used a retropubic bottom-up mesh sling (TVT). Four studies compared a non-autologous
biological (e.g. allograft or xenograft) sling to a synthetic mesh sling: 3 of these compared a
porcine dermis sling to a synthetic mesh sling (Arunkalaivanan 2003/Abdel-Fattah 2004;
Guerrero 2010/Khan 2015; Ugurlucan 2013a) whilst 1 study compared cadaveric fascia lata
to an intravaginal slingplasty (IVS) (Basok 2008). The majority of studies reported follow up
times of at least 12 months, whilst the longest follow up time was a median 126 months. Only
1 study excluded participants from having concomitant POP surgery (Teleb 2011), with the
majority of studies failing to report whether participants had concomitant POP surgery.

Fifty-four articles reporting 40 RCT compared a (synthetic) transobturator sling with a
(synthetic) retropubic mesh sling in women with pure SUI, stress-predominant mixed Ul, or
urodynamic stress incontinence (Aigmuller 2014/Tammaa 2017; Alkady 2009; Andonian
2007; Aniuliene 2009; Aniuliene 2015; Araco 2008; Barber 2008; Barry 2008; David-
Montefiore 2006/Ballester 2012/Darai 2007; Deffieux 2010; El-Hefnawy 2010; Feng 2018;
Freeman 2011; Jakimuk 2012; Karateke 2009; Krofta 2010; Laurikainen 2007, 2014/Rinne
2008; Liapis 2006; Meschia 2007; Nyyssonen 2014; Palos 2018; Porena 2007/Costantini
2016; Rechberger 2009; Richter 2010/Albo 2012/Brubaker 2011/Kenton 2015/Wai
2013/Zyczynski 2012; Ross 2009, 2016; Scheiner 2012; Schierlitz 2008, 2012; Shirvan 2014;

12
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Tanuri 2010; Tarcan 2014; Teo 2011; Ugurlucan 2013b; Wadie 2013; Wang 2006; Wang
2009; Wang 2010; Wang 2011; Zhang 2016; Zhu 2007; Zullo 2007/Angioli 2010). Two
studies were three-arm trials: one compared two types of retropubic mesh sling to a
transobturator mesh sling (Andonian 2007), whilst one compared a retropubic and a
transobturator mesh sling to an SIMS (Wang 2011). The majority of transobturator mesh
slings used were TVT-O and TOT, whilst the majority of retropubic mesh sling used were
TVT with only a handful of studies examining other brands of sling. The majority of studies
reported follow up times of 12 months, whilst the longest follow up time was 100 months.
Only 8 of the 40 trials excluded participants from having concomitant POP surgery (Aigmuller
2014/Tammaa 2017; Deffieux 2010; Feng 2018; Jakimuk 2012; Krofta 2010; Liapis 2006;
Nyyssonen 2014; Ross 2009, 2016).

Thirty articles reporting 24 RCT were identified that compared a (non-adjustable) single-
incision mini-sling (SIMS) to another type of synthetic mesh sling in women with pure SUI,
stress-predominant mixed Ul, or urodynamic stress incontinence (Abdelwahab 2010;
Andrada Hamer 2011/2013; Barber 2012; Basu 2010, 2013; Bianchi-Ferraro 2013, 2014;
Dogan 2018; Fernandez-Gonzalez 2017; Foote 2015; Fu 2017; Gaber 2016; Hinoul 2011,
Hota 2012; Lee 2015; Masata 2012; Maslow 2014; Oliveira 2011; Pastore 2016; Ross 2014;
Schellart 2014, 2016, 2017; Tang 2014; Tieu 2017; Tommaselli 2010; Tommaselli
2013/2015; Wang 2011). Four of the 24 RCT were 3-arm studies, 3 of which compared 2
types of SIMS to another type of synthetic mesh sling (Gaber 2016; Masata 2012; Oliveira
2011) with the remaining study comparing one type of SIMS to 2 other types of synthetic
mesh sling (Wang 2011). The majority of studies compared the TVT-Secur SIMS to a
synthetic mesh sling, with 10 studies (Bianchi-Ferraro 2013, 2014; Hinoul 2011; Hota 2012;
Masata 2012; Maslow 2014; Oliveira 2011; Tang 2014; Tommaselli 2010; Tommaselli
2013/2015; Wang 2011) using a transobturator inside-out mesh sling (TVT-0) and 5 studies
(Abdelwahab 2010; Andrada Hamer 2011/2013; Barber 2012; Ross 2014; Wang 2011) using
a retropubic bottom-up mesh sling (TVT). Six studies (Basu 2010, 2013; Foote 2015; Lee
2015; Oliveira 2011; Schellart 2014, 2016, 2017; Tieu 2017) compared the MiniArc SIMS to
a synthetic mesh sling, four of which used a transobturator outside-in mesh sling (TOT;
Foote 2015; Lee 2015; Schellart 2014, 2016, 2017; Tieu 2017), one which used a retropubic
bottom-up mesh sling (TVT; Basu 2010, 2013) and one which used a transobturator inside-
out mesh sling (TVT-O; Oliveira 2011). Four studies (Dogan 2018; Fernandez-Gonzalez
2017; Fu 2017; Gaber 2016) compared a needleless SIMS to a transobturator outside-in
mesh sling (TOT), whilst 1 study did not specify the type of SIMS used (Pastore 2016). The
majority of studies reported follow up times of 12 months, whilst the longest follow up time
was 60 months. Only 7 studies prevented participants from having concomitant POP surgery
(Andrada Hamer 2011/2013; Dogan 2018; Foote 2015; Hinoul 2011; Masata 2012; Ross
2014; Tang 2014; Wang 2011).

Twelve articles reporting 10 RCTwere identified that compared an adjustable (synthetic)
mesh sling to another type of synthetic mesh sling in women with pure SUI, stress-
predominant mixed Ul, or urodynamic stress incontinence (Djehdian 2014; Elbadry 2015;
Jurakova 2016; Masata 2016; Mostafa 2012, 2013; Rudnicki 2017; Sabadell 2017;
Schweitzer 2015; Sivaslioglu 2010/2012; Xin 2016). Nine of these examined an adjustable
SIMS, whilst one study (Elbadry 2015) examined an adjustable transobturator mesh sling.
Five studies (Jurakova 2016; Masata 2016; Mostafa 2012, 2013; Schweitzer 2015; Xin 2016)
compared an adjustable SIMS to a transobturator inside-out mesh sling (TVT-O); 2 studies
(Djehdian 2014, Sivaslioglu 2010/2012) compared it to a transobturator outside-in mesh sling
(TOT); 1 study (Rudnicki 2017) compared it to a variety of other synthetic midurethral mesh
slings (i.e. TOT, TVT-O or TVT); whilst 1 study (Elbadry 2015) compared an adjustable
transobturator mesh sling to a transobturator outside-in mesh sling. The majority of studies
reported follow up times of 12 months, whilst the longest follow up time was 64 months. Only
2 studies excluded participants from having concomitant POP surgery (Jurakova 2016;
Masata 2016).

13
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Seven RCT were identified that compared laparoscopic colposuspension with sutures to
open colposuspension with sutures in women with pure SUI, stress-predominant mixed Ul, or
urodynamic stress incontinence (Ankardal 2005; Carey 2006; Cheon 2003; fatthy 2001;
Kitchener 2006; Su 1997; Ustun 2005). The majority of studies reported follow up times of 12
months, whilst the longest follow up time was 24 months. Two of the studies excluded
women from having concomitant POP surgery (Ankardal 2005; Kitchener 2006).

Seven articles reporting 4 RCT were identified that compared an autologous rectus fascial
sling to colposuspension in women with pure SUI, stress-predominant mixed Ul, or
urodynamic stress incontinence (Albo 2007/ Brubaker 2012/Chai 2009; Bai 2005; Demirci
2001; Sand 2000/Culligan 2003). All of the studies compared fascial sling to open Burch
colposuspension with sutures. One RCT (Bai 2005) was a 3-arm study that also compared
TVT to fascial sling and open Burch colposuspension. Three of the studies included at least
some participants who had concomitant POP surgery (Albo 2007/ Brubaker 2012/Chai 2009;
Demirci 2001; Sand 2000/Culligan 2003). Reported followup in the included studies ranged
from 3 months to 72.6 months.

One RCT compared macroplastique bulking agent to an autologous rectus fascial sling in
women with SUI and intrinsic sphincter deficiency who had failed conservative treatment

(Maher 2005). This study had a median follow up of 61 months and excluded women with
concomitant POP surgery.

Five RCT (Guerrero 2010; Porena 2007; Sharifiaghdas 2008; Sivaslioglu 2010; Zhang 2010)
and 41 observational studies provided data on long-term complications (i.e. greater than 60
months). The observational studies were comprised of 3 prospective cohort studies
(Abougamrah 2015; Ala-Nissila 2010; Antovska 2013), 6 retrospective cohort studies (Al-
Zahrani 2016; Betschart 2011; Chun 2014; Greenwell 2015; Holdo 2017; Tutolo 2017), and
32 case series (Aigmuller 2011; Alcalay 1995; Athanasiou 2014; Braga 2018; Chevrot 2016;
Doo 2006; Errando-Smet 2018; Giberti 2017; Han 2014; Hawkins 2002; Heinonen 2013;
Holmgren 2007; Kjolhede 2005; Kuuva 2006; Ladwig 2004; Lee 2010; Lo 2018; Montera
2018; Nilsson 2004, 2008, 2013; Olsson 2010; Punjani 2017; Reich 2011; Riggs 1986;
Schauer 2017; Serati 2017a; Serati 2017b; Song 2017; Svenningsen 2013; Tsivian 2006;
Ulrich 2016). The majority of long-term complications data were identified for synthetic mesh
slings (including transobturator and retropubic mesh slings, SIMSs and adjustable mesh
slings), with only a handful of studies reporting on long-term complications of
colposuspension and fascial and porcine dermis slings.

See also the literature search strategy in appendix B, study selection flow chart in appendix
C, study evidence tables in appendix D, forest plots in appendix E and GRADE tables in
appendix F.

37 Excluded studies

38
39
40

Studies excluded from the review and reasons for their exclusion are provided in appendix K.
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1 Summary of clinical studies included in the evidence review

2 A summary of the studies that were included in this review are presented in Table 2, Table 3, Table 4, Table 5, Table 6, Table 7, Table 8, Table 9,
3 Table 10 and Table 11.

4 Colposuspension versus synthetic mesh sling

5 Table 2: Summary of included RCT studies for colposuspension versus synthetic mesh sling

e Change in
1
Bai 2005 642 Grade 1 or 2 SUI 12 NR * Open Burch e TVT continence
South Korea colposuspension
status
e Adverse events
Continence e Complications
. Incontinenge e Change in
Bandarian 2011 62 surgery-naive SUI Mean 25 NR e Open Burch . e TOT continence
Iran who failed medical colposuspension status
?r:egmse?]:vatlve e Improvement in
continence
status
El-Barky 2005 e Open Burch
50 usl 3-6 NR .
Eqypt colposuspension o TVT e Adverse events
e Adverse events
Foote 2006 97 US| 6 24 NoO e Laparoscopic . SPARC . Compllcatlons.
Australia ' colposuspension o Impr.ovement in
continence
status
Incontinence e Adverse events
- surgery-naive e Complications
Liapis 2002 71 genuine Sl and 24 Y * Oplen 21 el : e TVT e Change in
Greece <stage 1 anterior colposuspension continence
wall prolapse status
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e Improvement in
continence
status

e Adverse events
e Complications

e Change in
Mean continence

2004//Jelovsek 72 Primary USI 20.6/Median Y * Laparoscopic « TVT status
2008 65 colposuspension

USA e Improvement in
continence
status

o Repeat surgery

Paraiso

e Adverse events

Persson 2002 USI or stress- e Laparoscopic 0 CEmpIEErS

Sweden predominant MUI colposuspension o TVI e Change in
continence

status

e Adverse events
e Complications

e Change in
colposuspension Lol continence
status

e Repeat surgery

Sivaslioglu 2007 Incontinence e Open Burch
Turkey ol surgery-naive USI 00, AR

¢ Adverse events
e Complications
SUlI, stress- e Change in
predominant MUI, o Burch continence
113 or occult SUI and 12/24 100% y Coﬁggsuzgnsion o TVT status
apical or anterior e Improvement in
prolapse stage=2 continence

status
e Repeat surgery

Trabuco 2016/2018
USA
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Ustun 2003

Turkey 59

Wang 2003

. 116
Taiwan

Ward
2002/2004/2008 344
UK

Proven genuine SI

usl

USI who failed
PFMT

Mean 25

Median 22

6/24/60

NR o Laparoscopic

colposuspension AL

e Open Burch

No .
colposuspension

No e Open Burch

colposuspension AL

Adverse events
Change in
continence
status

Adverse events
Complications
Change in
continence
status
Improvement in
continence
status

Continence-
specific health-
related quality of
life

Adverse events
Complications
Change in
continence
status

Repeat surgery

Notes: All colposuspension interventions used sutures. Studies using mesh and staples were not included in this review as their use are not UK standard practice; 1, Bai 2005 was
a 3-arm study that also compared rectus fascial sling (n=28) to TVT and open Burch colposuspension. 2, Sample size is for the TVT and colposuspension arms only.
Abbreviations: HR-QoL: health-related quality of life; MUI: mixed urinary incontinence; NR: not reported; PFMT: pelvic floor muscle training; Sl: stress incontinence; SPARC:
retropubic top-down suprapubic arch sling; SUI: stress urinary incontinence; TOT: transobturator outside-in tape; TVT: retropubic bottom-up tension-free vaginal tape; USI:

urodynamic stress incontinence.

See appendix D for full evidence tables.
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1 Autologous rectus fascial sling versus synthetic mesh sling

2 Table 3: Summary of included RCT studies for autologous sling versus synthetic mesh sling

e Adverse events

Al-Azzawi 2014 SUI or stress- } ) e Complications

Iraq 80 predominant MUI 12 NR * Reclus fascial sling e TOT * Change in
continence
status

¢ Adverse events
e Complications
e Change in

Ama'r 0 2009 41 SUl and USI 12, Median 44 NR Rectus fascial sling o TVT continence
Brazil status

e Improvement in
continence
status

Bai 2005 o CliEg I
592 Grade 1 or 2 SUI 12 NR e Rectus fascial sling o TVT continence

South Korea status

e Continence-
specific health-
related quality of
life

o Adverse events

Guerrero e Complications
2010/Khan 2015° 1562 SuUl and USI 12/median 120 NR Rectus fascial sling o TVT e Change in

UK continence
status

¢ Improvement in
continence
status
Repeat surgery
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Sharifiaghdas
2008/Sharifiaghdas
2017

Iran

100

Sharifiaghdas 2015
Iran

72

Silva-Filho 2006

Brazil A

Tcherniakovsky
2009 41

Brazil

History of SUI and
usl

History of SUI and
USI who failed
conservative
treatment

USI and no DO

SUl and USI

12, Mean
39/Mean 126

Mean 13.8

12

NR

NR

NR

19

e Rectus fascial sling

e Rectus fascial sling

e Rectus fascial sling

¢ Rectus fascial sling

e TVT

e SIMS (Ophira)

e TOA (SAFYRE)

o TOA (SAFYRE)

Adverse events
Complications

Change in
continence
status

Improvement in
continence
status

Repeat surgery
Adverse events
Complications

Change in
continence
status

Improvement in
continence
status

Repeat surgery
Continence-
specific health-
related quality of
life

Adverse events
Complications

Change in
continence
status

Adverse events
Complications

Change in
continence
status
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e Adverse events
e Complications

Teleb 20114 a2 Primary SUI and Mean 18 No Rectus fascial sli VT ) Sc?r?t?ngeenicne
Egypt US| e Rectus fascial sling . ctatus

¢ Improvement in
continence
status

¢ Adverse events
Wadie 2005 . e Complications
Egypt 53 Primary SUI 6 NR * Rectus fasical sling o TVT « Change in
continence
status
¢ Adverse events

Wadie 2010 ' e Complications
Egypt 63 Sul Median 54 43% e Rectus fasical sling o TVT . Change in
continence
status
Notes: 1, Bai 2005 was a 3-arm study that also compared open Burch colposuspension (n=33) to TVT and rectus fascial sling; 2, Sample size is for the TVT and fascial sling arms
only; 3, Guerrero 2010 was a 3-arm study that also compared porcine dermis sling (n=52) to TVT and rectus fascial sling; 4, Teleb 2011 was a 3-arm study that also compard
vaginal wall sling (n=8) to TVT and rectus fascial sling.
Abbreviations: DO: detrusor overactivity; HR-QoL: health-related quality of life; MUI: mixed urinary incontinence; NR: not reported; SIMS: single-incision mini-sling; SUI: stress
urinary incontinence; TOA: adjustable transobturator outside-in tape; TOT: transobturator outside-in mesh sling; TVT: retropubic bottom-up tension-free vaginal mesh sling; USI:
urodynamic stress incontinence.

See appendix D for full evidence tables.
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1 Non-autologous biological sling versus synthetic mesh sling

2 Table 4: Summary of included RCT studies for non-autologous biological sling versus synthetic mesh sling

. e Adverse events
Arunkalaivanan

USI who failed e Complications
2003/Abdel-Fattah . . L
2004 142 conservative 1.4, 6, 24/36 NR ¢ Porcine dermis sling e TVT e Change in

" treatment continence

status

e Adverse events

e Complications
Basok 2008 SUI due to urethral e Cadaveric fascia lata e Change in

139 . 12 NR . i
Turkey hypermobility sling * Retropubic IVS continence
status

o Repeat surgery

e Continence-
specific health-
related quality of
life

¢ Adverse events

Guerrero e Complications

2010/Khan 2015* 1242 SUl and USI 12/median 120 NR « Porcine dermis sling e TVT e Change in

UK continence
status

e Improvement in
continence
status

e Repeat surgery

e Continence-
specific health-
related quality of
life

¢ Adverse events

e Complications

SUl or USI who
100 failed conservative 12 56% ¢ Porcine dermis sling e Align-TO
treatment

Ugurlucan 2013a
Turkey
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e Change in
continence
status

e Repeat surgery

Notes: 1, Guerrero 2010 was a 3-arm study that also compared rectus fascial sling (h=84) with TVT and porcine dermis sling; 2, Sample size is for the TVT and porcine dermis
arms only.

Abbreviations: HR-QoL: health-related quality of life; IVS: retropubic bottom-up intravaginal slingplasty; NR: not reported; SUI: stress urinary incontinence; TO: transobturator mesh
sling; TVT: retropubic bottom-up tension-free tape.

g A~AWNE

See appendix D for full evidence tables.
6 Transobturator mesh sling versus retropubic mesh sling

7 Table 5: Summary of included RCT studies for transobturator mesh sling versus retropubic mesh sling

o Continence-specific health-
related quality of life

Aigmuller 2014/

Incontinence e Adverse events
Tamrpaa 2017 569 surgery-naive USI 3/60 No e TVT-O o TVT « Complications
Austria . .
e Change in continence status
e Repeat surgery
Pure USI or mixed o Adverse events
Ul without S~
A"‘ad?’ CRs 30 urodynamically- 12 Yes if required e TVT-O e TVT ¢ Compllcz.altlons .
Kuwait confirmed e Change in continence status
contraction o Repeat surgery
e Continence-specific health-
Andonian 2007 SUl related quality of life
ndonian or stress-
Canada 190 predominant MUI 12 NR e TOT e TVT or DUPS e Adverse events

e Complications
e Change in continence status
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Aniuliene 2009
Lithuania

Aniuliene 2015
Lithuania

Araco 2008
Italy

Barber 2008
USA

Barry 2008
Australia

David-Montefiore
2006/Darai
2007/Ballester
2012

France

Deffieux 2010
France

264

154

240

170

187

88

149

SUl and no OAB

History of SUI, USI
and no
predominant-OAB

Symptomatic Grade
1 or 2 SUI and no
OAB

USI and no DO

Symptomatic SUI
who failed
conservative
treatment or surgery
for occult SUI

during POP repair

SUl and USI

USI or MUI, and
positive cough
stress test

12

12

12

Mean 18.2

Mean 10/Mean
52.9

12,2

NR

NR

NR

NR

NR

No

23

TVT-O

SLING-IUFT

TVT-O

TOT

TOT

TOT

TVT-O

TVT-EXACT

Repeat surgery

Adverse events
Complications

Change in continence status
Adverse events
Complications

Change in continence status
Adverse events
Complications

Change in continence status
Repeat surgery

Adverse events
Complications

Change in continence status

Improvement in continence
status

Repeat surgery

Adverse events
Complications

Change in continence status
Repeat surgery

Adverse events
Complications
Change in continence status

Adverse events
Complications
Change in continence status
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¢ Improvement in continence
status

e Repeat surgery

o Adverse events
El-Hefnawy 2010 40 US| Mean 19.7 230 . TOT . TVT . COanlIC?.tIOﬂS _
Egypt e Change in continence status
e Repeat surgery
e Continence-specific health-
related quality of life
Feng 2018 o Adverse events
China 148 SUl and USI 6,12, 24 No e TVT-ABBREVO e TVT-EXACT - Gomliezions
e Change in continence status
o Repeat surgery
o Continence-specific health-
related quality of life

USI or stress- e Adverse events
Freeman 2011 192 predominant MUI 12 NR e TOT e TVT Complicati
UK who failed PEMT - SIS

e Change in continence status
e Repeat surgery

o Continence-specific health-
related quality of life

Jakimuk 2012 Incontinence
Poland 35 surgery-naive USI g No e TVT-O o TVT . Adversfe eyents
e Complications
e Change in continence status
Incontinence o Adverse events
_?S:E;eke AU 167 surgery-naive USI 12, Mean 14 NR e TVT-O e TVT e Complications
y and no DO or OAB ¢ Change in continence status
Krofta 2010 Incontinence and o Continence-specific health-
Czech Republi 300 prolapse surgery- 12 No e TVT-O e TVT related quality of life
zech Republic naive USI who o Adverse events
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failed conservative

e Complications

treatment Change in continence status
Repeat surgery
Laurikainen History of SUI, Adverse events
2007/Rinne 2008/ positive cough Complications
Laurikainen 2014 el stress test, detrusor 2B NR MRS s TVI Change in continence status
Finland instability score<7 Repeat surgery
Adverse events
o Incontinence P
Liapis 2006 91 surgery-naive SUI 12 No « TVT-O « TVT COanlIC?.tIOﬂS _
Greece and no OAB Change in continence status
Repeat surgery
Incontinence Ccl)ntir;encel-_spe?ilf.ifc health-
Meschia 2007 ST mEle S, : e (aly alie
ital 231 urethral Median 6 NR e TVT-O e TVT Adverse events
ay hypermobility and Complications
ne DO Change in continence status
SUI or stress- Adverse events
i . Complications
Nyyssonen 2014 predomlnant L Median 14,
by 100 who failed ; No e TOT o TVT Change in continence status
Finland conservative AR IEm AR
treat i Improvement in continence
reatmen SIS
Adverse events
Palos 2018 Incontinence . e Complications
) 92 - 12 20% TOT Unitape VS . .
Brazil surgery-naive USI ° * 10 * Lnitap e Change in continence status
Repeat surgery
e AT Incontinence Adverse events
- surgery-naive SUI Median Complications
Costantini 2016 148 g NR TOT TVT . .
or stress- 35/median 100 * * Change in continence status
Italy predominant MUI Repeat surgery
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Rechberger 2009
Poland

Richter 2010/

Brubaker
2011/Albo
2012/Wai
2013/Kenton 2015

USA/Zyczynski
2012

Ross 2009/2016
Canada

Scheiner 2012
Switzerland

Schierlitz
2008/2012

Australia

Shirvan 2014

537

597

199

160

164

100

Sul

Sul

Incontinence
surgery-naive SUI,
positive cough
stress test and no
OAB

Incontinence
surgery-naive USI
or stress-
predominant MUI

SUl and ISD who
failed conservative
treatment

Stress-predominant
Ul and positive

18

12/24/60

12/60

Mean 12.6

6/36

12,18

NR

Yes if required

No

8%

34%

NR
26

e |IVS-04

e TOT or TVT-O

e TOT

e TOT or TVT-O

e TOT

e TOT

IVS-02

TVT

Adverse events
Complications
Change in continence status

Improvement in continence
status

Repeat surgery

Continence-specific health-
related quality of life

Adverse events
Complications
Change in continence status

Continence-specific health-
related quality of life

Adverse events
Complications

Change in continence status
Repeat surgery
Continence-specific health-
related quality of life
Adverse events
Complications

Change in continence status
Repeat surgery

Adverse events
Complications

Change in continence status
Repeat surgery

Continence-specific health-
related quality of life
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Iran

Tanuri 2010
Brazil

Tarcan 2014
Turkey

Teo 2011
UK

Ugurlucan 2013b
Turkey

Wadie 2013
Egypt

Wang 2006
Taiwan

Wang 2009
China

Wang 2010
China

30

54

127

36

87

60

315

140

cough stress test
who failed
conservative
treatment

Sul

Pure or stress
dominant USI

Incontinence
surgery-naive USI
and no DO

SUl or MUI

Stress-predominant
Ul and positive
stress test

Incontinence
surgery-naive USI

Mild, moderate or
severe SUI who
failed conservative
treatment

uslI

12

Median 48.5

12

Mean 18.4

12, 24

Median 9

Median 20

12

NR

14.3%

NR

81%

NR

NR

>68%

37%

27

e TOT

Obtryx-TO

e TVT-O

e TVT-O

e TOT

e TOT

e TVT-O

e TOT

Retropubic
midurethral
sling

Advantage

SPARC

TVT

e Adverse events
Complications

Change in continence status
Continence-specific health-
related quality of life
Adverse events
Complications

Change in continence status
Adverse events
Complications

Adverse events
Complications

Change in continence status
Repeat surgery

Adverse events
Complications

Change in continence status

Improvement in continence
status

Adverse events
Complications

Change in continence status
Adverse events
Complications

Adverse events
Complications

Change in continence status
Adverse events
Complications
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e Change in continence status
Incontinence

Wang 20111 surgery-naive ¢ Adverse events
Ching 68 stregss%redominant 12 NR C MO LIRS « Complications
MuUI
o Adverse events
Zhang 2016 Symptomatic SUI e Complications
Chin;l 140 ar>1/d TF:O ISD Mean 95 NR * VI-0 s VT . Chanpge in continence status
e Repeat surgery
; o Adverse events
e + Complcators
China 56 - Median 27.6  100% e TVT-O o TVT « Change in continence status
treatment e Improvement in continence
status
o o Adverse events
5828 20aT el 72 SUIl and no OAB, Median_ NR « TVT-O « TVT e Complications
ISD or DO 16/median 60 « Change in continence status

Italy
e Repeat surgery
Notes: 1, Wang 2011 was a three-arm trial comparing SIMS (n=34) to TVT and TVT-O. Sample size is for the transobturator and retropubic arms only.
Abbreviations: DO: detrusor overactivity; DUPS: retropubic distal urethral polypropylene sling; HR-QoL: health-related quality of life; MUI: mixed urinary incontinence; NR: not
reported; OAB: overactive bladder; SIMS: single-incision mini-sling; ISD: intrinsic sphincter deficiency; PFMT: pelvic floor muscle training; SUI: stress urinary incontinence; TOT:
transobturator outside-in tape; TVT: retropubic bottom-up tension-free tape; TVT-O: transobturator inside-out tape; USI: urodynamic stress incontinence.

See appendix D for full evidence tables.

Single-incision mini-sling versus other synthetic mesh sling

Table 6: Summary of included RCT studies for single-incision mini-sling versus other synthetic mesh sling

Abdelwahab 2010 SUl and USI e TVT-S e TVT e Adverse events
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Andrada Hamer
2011/2013

Sweden

Barber 2012
USA

Basu 2010/2011

Bianchi-Ferraro
2013/2014

Brazil

133

263

71

122

History of SUI and
usl

usl

SUl and USI who
failed conservative
treatment

SuUl and USI

12

12

6/36

12/24

No

Yes if required

NR

NR

29

e TVT-S-H

e TVT-S-U

e MiniArc

e TVT-S-U

o TVT

o TVT

o TVT

e TVT-O

Complications
Change in
continence
status

Adverse events
Complications
Change in
continence
status

Repeat surgery

Continence-
specific health-
related quality of
life

Adverse events
Complications

Change in
continence
status

Repeat surgery

Continence-
specific health-
related quality of
life

Adverse events
Complications
Change in
continence
status

Repeat surgery

Continence-
specific health-
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Continence and

related quality of
life
Complications
Change in
continence
status

Repeat surgery

Continence-
specific health-
related quality of
life

proplapse surgery- Adverse events
Dogan 2018 201 naive SUI who 12, 24 No « Needleless . TOT -
Turkey failed conservative Complications
treatment Change in
continence
status
Repeat surgery
Adverse events
Complications

Fernandez- Incontinence Chatnge "

g g continence

Gon.zalez 2017 187 surgery-naive SUI Mean 28.5 Yes if required ¢ Needleless e TOT -

Spain )
Improvement in
continence
status
Change in

Foote 2015 continence

50 usil 6 No ini
Australia O WlAE * TOT status
Repeat surgery
Urge incontinence Continence-
R 164 :Sgggﬁﬁg?\?e and 12 NR - NeedEess . TOT specific health-
China related quality of

positive cough
stress test

30

life
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Gaber 2016
Egypt

209

Hinoul 2011
Belgium, 194
Netherlands

Hota 2012
USA

87

Lee 2015

. 225
Australia

Masata 2012

197
Czech Republic

SUl and USI

SUl and/or USI

History of SUI, SUI
and positive cough
stress test

SUl or USI who
failed conservative
treatment

USI who failed
conservative
treatment

12

12

12

12

24

Yes if required

No

49%

Y3

No

31

Needleless

Endopelvic Free
Anchorage

TVT-S-H

TVT-S-H

MiniArc

TVT-S-H
TVT-S-U

TOT

TVT-O

TVT-O

TOT

TVT-O

Complications

Adverse events
Complications

Change in
continence
status

Adverse events
Complications

Change in
continence
status

Complications
Change in
continence
status

Repeat surgery

Change in
continence
status

Continence-
specific health-
related quality of
life

Adverse events
Complications
Change in
continence
status

Improvement in
continence
status

Repeat surgery
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Maslow 2014
Canada

Oliveira 2011
Portugal

Pastore 2016
Italy

Ross 2014
Canada

Schellart
2014/2016/

2017

Belgium, France,
Netherlands

106

90

48

74

193

Incontinence
surgery-naive SUI
and positive cough
stress test

Incontinence
surgery-naive SUI
and USI

Incontinence
surgery-naive pure
SuUl

Incontinence
surgery-naive SUI

SUI due to urethral
hypermobility and/or
ISD

12

12

Median 12

12

12,24

NR

NR

NR

No

NR

32

TVT-S-H

TVT-S
MiniArc

SIMS!

TVT-S

MiniArc

TVT-O

TVT-O

TVT-O

TOT

Adverse events
Complications

Change in
continence
status

Repeat surgery

Complications
Change in
continence
status

Repeat surgery

Continence-
specific health-
related quality of
life

Adverse events
Complications

Change in
continence
status

Adverse events
Complications

Change in
continence
status

Repeat surgery

Complications
Change in
continence
status
Improvement in
continence
status
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e Repeat surgery

e Continence-
specific health-
related quality of
life

. e Adverse events
Pure SUI who failed

L]t 94 conservative 12, 24 No e TVT-S e TOT = Complications
China treatment e Change in

continence
status

e Improvement in
continence
status

e Continence-
specific health-
related quality of
life

Tieu 2017 Incontinence e Adverse events

USA 98 surgery-naive USI Median 15 Yes if required o MiniArc e TOT « Complications

e Change in
continence
status

o Repeat surgery

e Continence-
specific health-

) related quality of
Incontinence life

Tommaselli 2010 -
Italy 84 Zﬁ;gsrg;nalve sul 12 NR RS O VRO e Complications

e Change in
continence
status

Tommaselli
2013/2015 154
Italy

SUl and USI who ¢ Continence-
: NR -S- 2
failed PEMT Sy o YT O WO specific health-
33
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Wang 2011 SUl or Stress- , o TVT .
China 108 predominant MUI - No e TVT-S (-U or -H) I .

related quality of
life

Adverse events
Complications

Change in
continence
status

Improvement in
continence
status

Repeat surgery
Adverse events
Complications

Notes: TVT-Secur was manufactured by Gynecare, Ethicon Inc. and has been withdrawn from the UK market. 1, type of sling not reported; 2, hammock position used when
preoperative abdominal leak point pressure=260cmH20, and U position used otherwise; 3, reports completer data according to whether participants had concomitant POP surgery

but numbers unclear.

Abbreviations: HR-QoL: health-related quality of life; MUI: mixed urinary incontinence; NR: not reported; SIMS: single-incision mini-sling; ISD: intrinsic sphincter deficiency; PFMT:
pelvic floor muscle training; SUI: stress urinary incontinence; TOT: transobturator outside-in tape; TVT: retropubic bottom-up tension-free vaginal tape; Sl: stress incontinence;
TVT-O: transobturator inside-out tape; TVT-S: TVT-Secur; TVT-S-H: TVT-Secur hammock position; TVT-S-U: TVT-Secur U position; USI: urodynamic stress incontinence.

See appendix D for full evidence tables.
Adjustable mesh sling versus other synthetic mesh sling

Table 7: Summary of included RCT studies for adjustable mesh sling versus other synthetic mesh sling

e Complications

Djehdian 2014 130 usl 12 NR « Ophira SIMS . TOT o Gl I
Brazil continence
status
Eg;:)dtry 2015 26 Pure SUI Mean 8.5 NR e TOA e TOT  Complications
34
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e Change in
continence
status

e Continence-
specific health-

. related quality of
Continence and

Jurakova 2016 . . life
Czech Republic 93 glr::{qa;pr;epzzvsg Mean 13.0 No « Ophira SIMS e TVT-O « Complications
e Change in
continence
status

e Continence-
specific health-
related quality of
life

e Adverse events

e Complications

e Change in
continence
status

o Repeat surgery

Pure USI who failed
100 conservative Mean 14.9 No o Ajust SIMS e TVT-O
treatment

Masata 2016
Czech Republic

e Continence-
specific health-
related quality of
life

¢ Adverse events

e Complications

4-6/12-18 NR e Ajust SIMS e TVT-O e Change in
continence
status

e Improvement in
continence
status

e Repeat surgery

Mostafa 2012/2013 137 USI who failed or
UK declined PFMT

35
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Rudnicki 2017

Denmark, Norway
& Sweden

Sabadell 2017
Spain

Schweitzer 2015
Netherlands

Sivaslioglu
2010/2012

Turkey

Xin 2016
China

307

58

156

80

368

Incontinence
surgery-naive pure
SUlI or stress-
predominant MUI

Eligible for SUI
surgery

Incontinence
surgery-naive
moderate to severe
SUI (Sandvik
score=3) who failed
PFMT

Incontinence
surgery-naive pure
SuUl and VLPP<60
cm H20 who failed
conservative
treatment

Incontinence
surgery-naive SUI
and USI who failed
or declined PFMT

12

1, Mean
36/Mean 64

12

NR

28%

NR

NR

NR

Ajust SIMS

Ajust SIMS

Ajust SIMS

TFS SIMS

Ajust SIMS

MUS (Various TVT,

TVT-O or TOT)

Align-TO

TVT-O

TOT (I-STOP)

TVT-O

Adverse events
Complications
Change in
continence
status

Adverse events

Change in
continence
status

Repeat surgery
Adverse events
Complications

Change in
continence
status

Repeat surgery

Adverse events
Complications
Change in
continence
status

Continence-
specific health-
related quality of
life

Adverse events
Complications
Change in
continence
status

MUI: mixed urinary incontinence; MUS: midurethral mesh sling; NR: not repoted; SIMS: single-incision mini-sling; Sl: stress incontinence; SUI: stress urinary incontinence; TFS:
Tissue Fixation System; TOA: adjustable transobturator tape; TOT: transobutrator outside-in tape; TVT: retropubic bottom-up tension-free vaginal mesh sling; TVT-O:
transobturator inside-out mesh sling; USIv urodynamic stress incontinence; VLPP: valsalva leak point pressure.
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See appendix D for full evidence tables.

2 Laparoscopic colposuspension with sutures versus open colposuspension with sutures

3

Table 8: Summary of included RCT studies for laparoscopic colposuspension versus open colposuspension

Ankardal 2005t
Sweden

Carey 2006
Australia

Cheon 2003
Hong Kong, China

Fatthy 2001
Egypt

Kitchener 2006
UK

Su 1997
Taiwan

1322

200

90

74

291

94

SUl or stress-
predominant MUI

USI who failed
conservative
treatment

uslI

uslI

usl

Incontinence
surgery-naive USI

6, 24

12

18

6,12, 24

No

Only simple
rectocele repair
permited

26%
hysterectomy

NR

No

30%
hysterectomy

37

Laparoscopic
colposuspension with
sutures

Laparoscopic
colposuspension with
sutures

Laparoscopic
colposuspension with
sutures

Laparoscopic
colposuspension with
sutures

Laparoscopic
colposuspension with
sutures

Laparoscopic
colposuspension with
sutures

e Open colposuspension
with sutures

e Open colposuspension
with sutures

e Open colposuspension
with sutures

¢ Open colposuspension
with sutures

e Open colposuspension
with sutures

e Open colposuspension
with sutures

e Change in
continence
status

e Adverse events

e Complications

e Change in
continence
status

e Adverse events

e Complications

e Change in
continence
status

e Adverse events
e Complications

e Adverse events

e Change in
continence
status

e Improvement in
continence
status

e Complications

e Change in
continence
status

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for surgical management of stress urinary incontinence
DRAFT (October 2018)



g B~WNE

6

\‘

DRAFT FOR CONSULTATION
Surgical and conservative management of stress urinary incontinence

e Adverse events

Ustun 2005 History of SUI and . e Laparoscopic « Open colposuspension °© Complications
Turkey 52 usl Mean 13.6 42% colposuspension with with SUtures « Change in
sutures continence
status

Notes: 1, Ankardal 2005 was a three-arm trial that also examined the efficacy of laparoscopic colposuspension with mesh and staples. This arm was not included as the use of
mesh and staples is not standard UK practice; 2, number randomised does not include participants assigned to laparoscopic colposuspension with mesh and staples arm.
Abbreviations: HR QoL: health-related quality of life; MUI: mixed urinary incontinence; MUS: midurethral mesh sling; SUI: stress urinary incontinence; TVT: tension-free vaginal
tape; UK: United Kingdom.

See appendix D for full evidence tables.

Autologous rectus fascial sling versus colposuspension

Table 9: Summary of included RCT studies for fascial sling versus colposuspension

e Adverse events
e Complications

Albo 2007/ o Open Burch e Change in
. SUlI or stress- 9 ¢ Autologous Rectus : ; continence
Chai 2009/ 655 predominant MUI 24/60 58% Fascial Sling colposuspension with -
Brubaker 2012 sutures ,
e Improvement in
continence
status
Bai 20051 e Open Burch e Change in
China 612 Grade 1 or 2 SUI 12 NR * é;;(:ig?glljii REEIS colposuspension with continence
9 sutures status
Complications
Demirci 2001 46 USI and bladder 12 37% e Autologous Rectus ° Oplxen Burchn S T : Chanpge in
neck hypermobility Fascial Sling ggtﬁ?:: spension wi continence
status
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e Adverse events
e Complications

Genuine Sl with e Open Burch
Sand ¢ Autologous Rectus : ; e Change in
. 36 urethral 3/Mean 72.6 8.5% . . colposuspension with ng
2000/Culligan 2003 hypermobility Fascial Sling TS g?armr;ence

e Repeat surgery

1 Notes: 1, Bai 2005 was a 3-arm study that also compared TVT (n=31) with rectus fascial sling and open Burch colposuspension. 2, Sample size is for the fascial sling and
2 colposuspension arms only.

3 Abbreviations: HR QoL: health-related quality of life; SUI: stress urinary incontinence.

4 See appendix D for full evidence tables.

5 Bulking agent versus other surgical technique

6 Table 10: Summary of included RCT studies for bulking agent versus other surgical technique

e Complications

e Change in
Women with SUI continence
Maher 2005 and ISD who failed ] . * Autologous rectus status
45 . Median 61 No . .
Australia conservative * Macroplastique fascial sling e Improvement in
treatment continence
status
e Repeat surgery
7 ISD: intrinsic sphincter deficiency.
8 See appendix D for full evidence tables.
9
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1 Artificial sphincter versus other surgical technique

2 No relevant RCT were identified for this review.

40
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Long-term complications (>5 years after surgery)

1

2 The majority of studies that reported long-term complications (greater than 5 years) were

3 case series reports and therefore did not compare one surgical intervention with another (see
4 Table 11). Meta-analysis was thus not possible. Instead, the rate of complications was

5 calculated as weighted averages of the relevant studies including the 5 RCT that reported

6 long-term complications data (see Table 12 and Table 13).

7 Table 11: Summary of studies with long-term (>5 years) complication data

. 79 months (generic) Serious Transobturator
Abougamrah 2015  Generic transobturator ~ Monarc TOT Tape and 87 months risk of bias ~ synthetic mesh
tape (Monarc TOT) data sling
Egypt e Pain
N=431 With or without * Mesh extrusion
With or without abdominal e De novo urgency
Prospective cohort  abdominal hysterectomy,
hysterectomy, myomectomy,
myomectomy, vaginal vaginal
hysterectomy (for non-  hysterectomy (for
prolapse) or non-prolapse) or
colporrhaphy (for colporrhaphy (for
symptomatic stage 1 symptomatic stage 1
prolapse) prolapse)
) TVT ) Mean 115.7 months Serious Retropubic
Aigmuller 2011 No comparison « De novo urgency risk of bias ~ synthetic mesh
. sling
Austria
N=141
Case series
o TVT (primary Ul) Mean 96 months Serious Retropubic
Ala-Nissila 2010 TVT (recurrent Ul) « POP occurrence risk of bias ~ synthetic mesh

With or without sling
anterior and/or

posterior repair,

vaginal hysterectomy

or sacrospinous

fixation for vaginal

vault prolapse

Finland
N=130

Prospective cohort

Burch . Mean 165.6 months Serious Colposuspensio
Alcalay 1995 colposuspension No comparison data risk of bias  n (method not
UK e Infection specified)
With or without e De novo urge
N=109 rectocele or . incontinence
. enterocele repair « De novo urgency
Case series e POP occurrence
. Transobturator . . 128.4 months data Serious Transobturator
Al-Zahrani 2016 synthetic mesh sling Retropubic synthetic (transobturator) risk of bias ~ synthetic mesh
mesh sling and 153.6 months sling, retropubic
Canada data (retropubic) synthetic mesh
i slin
N=330 e Mesh extrusion 9
e De novo urge
Retrospective incontinence
cohort

e De novo urgency

41
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Antovska 2013
Tunisia

N=145
Prospective cohort
Athanasiou 2014
Greece

N=124

Case series

Betschart 2011
Switzerland
N=422

Retrospective
cohort

Braga 2018
Italy
N=52

Case series

Chevrot 2016
France
N=463

Case series

Chun 2014
Korea
N=215

Retrospective
cohort

Doo 2006
Korea
N=134

Case series

Modified Burch
colposuspension

TVT-O

With or without pelvic

floor repair, pelvic floor

repair plus vaginal
hysterectomy or
laparoscopic
sacrocolpopexy

TVT

With or without
concomitant prolapse
surgery
(hysterectomy,
colporrhaphy,

sacrospinous ligament

fixation, botulinum
toxin intravesical)

TVT

With or without POP
surgery (laparotomy
hysterectomy,
laparotomy
sacrocolpopexy,
laparoscopic
sacrocolpopexy,
vaginal wall repair)

TOT

Burch

colposuspension

No comparison

Monarc TOT

TVT-O

With or without
concomitant

prolapse surgery

(hysterectomy,
colporrhaphy,
sacrospinous

ligament fixation,

botulinum toxin
intravesical)

No comparison

No comparison

TVT-O

No comparison

42

Mean 103.6 months
data

o Fistula

90.3 months data
e Mesh extrusion

e De novo urge
incontinence

Mean 66 months
data

e Mesh extrusion
o Infection

204 months data
e Mesh erosion

e De novo urge
incontinence

e POP occurrence

Mean 71 months
data

e Pain
e Mesh exposure
o Infection

e De novo urge
incontinence

Median 85.2 months
data

e Pain
o Infection

e De novo urge
incontinence

Mean 67 months
data

e Pain

e Need for
catheterisation

o Infection

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Laparoscopic
colposuspension

Transobturator
synthetic mesh
sling

Retropubic
synthetic mesh
sling

Retropubic
synthetic mesh
sling

Retropubic
synthetic mesh
sling

Transobturator
synthetic mesh
sling

Retropubic
synthetic mesh
sling
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Errando-Smet
2018

Spain
N=205

Case series

Giberti 2017
Italy

N=50

Greenwell 2015
UK
N=96

Retrospective
cohort

Guerrero 2010
UK
N=211

RCT

Han 2014
Korea
N=88

Case series

Hawkins 2002
UK
N=132

Case series

Heinonen 2013
Finland
N=138

Case series

Remeex readjustable

mesh sling No comparison

Remeex readjustable
mesh sling

With or without POP
surgery

No comparison

Vaginal Obturator
Shelf Urethral
Repositioning
colposuspension

Burch
colposuspension

TvT . .
Porcine dermis sling
Autologous rectus
fascial sling

TVT

No comparison

Cruciate fascial sling )
No comparison

With or without
abdominal
hysterectomy, vaginal
hysterectomy with or
without repair,
posterior repair or
incisional hernia repair

TVT .
No comparison

With or without POP
surgery or vaginal
hysterectomies

43

e De novo urgency

Mean 89 months
data

e Mesh extrusion

o Need for
catheterisation

e Infection

e De novo urge
incontinence

Mean 83.8 months
data

e Need for
catheterisation

¢ Infection
e De novo urgency

Median 108.5 months
data

o Need for
catheterisation

e De novo urge
incontinence

e POP occurrence

Median 120 months
data

e Pain
e Mesh extrusion

o Need for
catheterisation

e De novo urgency
144 months data
e Pain

e Need for
catheterisation

e De novo urge
incontinence

e De novo urgency

Median 72 months
data

e Pain

o Need for
catheterisation

o Infection

Mean 126.5 months
data

e Pain
e Infection

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Low risk of
bias

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Adjustable
synthetic mesh
sling

Adjustable
synthetic mesh
sling

Open
colposuspension

Retropubic
synthetic mesh
sling, porcine
dermis sling,
autologous
rectus fascial
sling

Retropubic
synthetic mesh
sling

Autologous
rectus fascial
sling

Retropubic
synthetic mesh
sling
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TVT

- o <144 months data Serious Retropubic
oldo urc ; f i f
) Mesh extrusion risk of bias  synthetic mesh
\ colposuspension : Nood for sling, open
orway i
catheterisation colposuspension
N=614
Retrospective
cohort
TVT ) Median 62.4 months Serious Retropubic
Holmgreen 2007 No comparison data risk of bias  synthetic mesh
Sweden o Feln siing
e Infection
N=463 e De novo urgency
Case series
. Burch . Median 168 months Serious Colposuspensio
Kjolhede 2005 colposuspension No comparison data risk of bias  n (method not
Sweden e Infection specified)
N=192
Case series
TVT . Median 72 months Serious Retropubic
Kuuva 2006 No comparison data risk of bias ~ synthetic mesh
i slin
Finland . Mesh_extru5|on 9
¢ Infection
N=129 e De novo urge
incontinence
Case series
. Burch . Median 110.4 months  Serious Open
Ladwig 2004 colposuspension No comparison data risk of bias  colposuspension
Australia . . e Infection
With or without e De novo frequency
N=374 hysterectomy e De novo urgency
. ¢ De novo nocturia
Case series
TVT . 72 months data Serious Retropubic
Lee 2010 No comparison « De novo urge risk of bias ~ synthetic mesh
Korea With or without incontinence sling
hysterectomy ¢ De novo urgency
N=107
Case series
MiniArc single-incision ) Mean 74.1 months Serious Single-incision
Lo 2018 mini-sling No comparison data risk of bias  mini-sling
China e Mesh extrusion
e De novo urge
N=85 incontinence
Case series
TVT-O and anterior . Median 126 months Serious Transobturator
Montera 2018 colporrhaphy No comparison data risk of bias  synthetic mesh
Italy o Beln siing
e Mesh extrusion
N=50
Case series
) TVT ) Mean 91 months Serious Retropubic
Nilsson 2004, No comparison data risk of bias  synthetic mesh
AL, AU ¢ |Infection sling
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Finland, Sweden

N=80

Case series

Olsson 2010
Sweden
N=124

Case series
Porena 2007
Italy

N=148

RCT

Punjani 2017
Canada
N=59,556
Case series
Reich 2011
Germany
N=108

Case series

Riggs 1986
USA

N=719

Case series
Schauer 2017
Austria
N=139

Case series

Midurethral mesh sling

With or without
hysterectomy of POP
surgery

TVT

With or without POP
surgery (anterior
colporrhaphy,
posterior
colporrhaphy,
colpocleisis)

Retropubic
cystourethropexy

With or without
anterior colporrhaphy

Retropubic midurethral
mesh sling

With or without
anterior colporrhaphy,
posterior
colporrhaphy,
meatotomy or other
procedure

No comparison

TOT

No comparison

No comparison

No comparison

No comparison
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e De novo urge
incontinence

e POP occurrence

Median 141 months
data

e Mesh extrusion
Need for
catheterisation

Mean 201 months
data

e Mesh extrusion

e POP occurrence

Median 138 months
data

e De novo urge
incontinence

e POP occurrence

Median 100 months
data

e Pain

e Infection

e POP occurrence

e Wound
complications

POP

Median 70.8 months
data

e Infection

Median 102 months
data

Pain

Mesh extrusion
Infection

De novo urge
incontinence

e POP occurrence

Mean 192 months
data

o Fistula

e Infection

e Wound
complications

120 months data
e De novo urgency

Serious
risk of bias

High risk
of bias

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Retropubic
synthetic mesh
sling

Retropubic
synthetic mesh
sling,
transobturator
synthetic mesh
sling

Synthetic mesh

sling (type not
specified)

Retropubic
synthetic mesh
sling

Open
colposuspension

Retropubic
synthetic mesh
sling
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Serati 2017a
Italy

N=160

Case series
Serati 2017b
Italy

N=55

Case series
Sivaslioglu 2010
Turkey
N=80

RCT

Sharifiaghdas
2008

Iran
N=100

RCT

Song 2017
Korea
N=206

Case series

Svenningsen 2013
Norway

N=327

Case series
Tsivian 2006
Israel

N=81

Case series

Tutolo 2017
Belgium
N=381

Retrospective
cohort

Adjustable Tissue
Fixation synthetic
mesh sling

TVT

With or without
cystocele repair,
caruncle excision,
posterior
colporrhaphy, urethral
dilation

TVT

TVT

With or without vaginal
hysterectomy, anterior
or posterior
colporrhaphy, or
vaginal vault
suspension

Monarc TOT

No comparison

No comparison

I-STOP TOT

Autologous rectus
fascial sling

No comparison

No comparison

No comparison

MiniArc single-
incision mini-sling
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120 months data

e Pain

e Mesh extrusion

e De novo urge
incontinence

e POP occurrence

156 months data

e Pain

e Mesh extrusion

e De novo urge
incontinence

e POP occurrence

64 months data
e Pain
e Mesh extrusion

Mean 126 months
data

e Pain

e De novo urgency

e De novo urge
incontinence

e Wound
complications

Mean 162.4 months
data

e Mesh extrusion

e De novo urgency

Median 129 months
data

e Mesh extrusion

o Infection

e De novo urge
incontinence

Median 65 months
data

e Mesh extrusion

e Infection

e De novo urgency

Mean 65 months
data

e Mesh extrusion

e De novo urge
incontinence

Serious
risk of bias

Serious
risk of bias

Unclear
risk of bias

High risk
of bias

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Serious
risk of bias

Transobturator
synthetic mesh
sling

Retropubic
synthetic mesh
sling

Adjustable
synthetic mesh
sling,
transobturator
synthetic mesh
sling

Retropubic
synthetic mesh
sling, autologous
rectus fascial
sling

Retropubic
synthetic mesh
sling

Retropubic
synthetic mesh
sling

Retropubic
synthetic mesh
sling

Transobturator
synthetic mesh
sling, single-
incision mini-
sling
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TVT-O

) _ 120 months data Serious Transobturator
Ulrich 2016 No comparison e Pain risk of bias ~ synthetic mesh
Austria With or without vaginal e Mesh extrusion sling

hysterectomy, vaginal e De novo urge
N=71 hysterectomy plus incontinence

colporrhaphy,
Case series colporrhaphy only,

hysteroscopy, mesh

TVT Mean 95 months Unclear Retropubic
Zhang 2016 TVT-O data risk of bias ~ synthetic mesh

] e Pain sling,

China e Infection transobturator
synthetic mesh

N=140 sling

RCT

Note: 1, Study quality of RCT and non-RCT assessed using the Cochrane RoB tool for randomised controlled
studies and the Cochrane ROBINS-I tool, respectively.

Abbreviations: IVS: intravaginal slingplasty; POP: pelvic organ prolapse; RCT: randomised controlled studies;
TOT: transobturator outside-in tape; TVT: retropubic bottom-up tension-fee vaginal tape; TVT-O: transobturator
inside-out tape.
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Table 12: Long-term complication rates (>5 years) for synthetic mesh slings

Complication # of Total # Rate # of Total # Rate # of Total # Rate # of Total # Rate # of Total # Rate
studies  of (%) studies of (%) studies  of (%) studies  of (%) studies  of (%)
women women women women women
Pain c c c 10 1610 9.0 8 1074 7.1 ! 39 0.0 = > =
Mesh = = = 15 2252 1.5 9 1335 2.3 3 169 0.6 1 205 2.0

erosion/exposure

Fistula = = = = - - - - - - - - - - -

Need for - - - 6 997 2.5 - - - - - - 1 205 1.5
catheterisation

Infection 1 59,556 19.7 11 2424 8.4 4 468 3.4 - - - 2 255 1.6
De novo urge = = - 12 1409 14.1 6 851 8.7 1 85 4.7 1 205 23.9
incontinence

De novo = = = = = = - - - - - - - - -
frequency

De novo urgency - = = 11 1448 13.7 2 633 4.0 - - - 1 50 10.0

De novo nocturia S = = S - - - - - - - - - - -

POP occurrence - - - 8 638 470 2 200 0.5 - - - - - -

Wound = = = = = = - - - - - - - - -
complications

Note: Complication rates calculated as weighted averages.
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Table 13: Long-term complication rates (>5 years) for colposuspension, fascial sling and porcine dermis sling

Complication # of Total # Rate # of Total # Rate # of Total # Rate # of Total # Rate # of Total # Rate
studies  of (%) studies  of (%) studies  of (%) studies  of (%) studies  of (%)
women women women women women
Pain - - - - - - - - - 1 132 16.7 1 38 0.0
Mesh - - - - - - 1 127 0.0 2 93 0 1 38 0.0

erosion/exposure

Fistula 1 225 0.0 1 145 0.0 - - - - - - - - -
Need for = = = = = = 2 402 11 2 193 3.6 1 38 0.0
catheterisation

Infection 3 526 5.5 = = = 1 374 26.2 1 132 6.1 - - -
De novo urge 1 109 7.3 - - - 1 50 4.0 1 37 8.1 - - -
incontinence

De novo = = - - - - 1 94 37.2 - - - - - -
frequency

De novo urgency 1 109 8.3 - - - 1 96 10.4 2 93 6.5 1 38 0.0
De novo nocturia - - - - - - 1 170 11.8 o = = = = -
POP occurrence 1 109 21.1 = = = 1 50 4.0 - - - - - -
Wound 1 225 0.4 - - - - - - - - - - - 5

complications
Note: Complication rates calculated as weighted averages.
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For the completed PRISMA NMA checklist see appendix N.
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Quality assessment of clinical studies included in the evidence review

The risk of bias of individual studies was assessed using the Cochrane RoB tool, and
the quality of evidence for each outcome, including short- and medium-term
complications, was assessed using GRADE. Details can be found in Appendix F. The
long-term complications data from the included observational studies is not
comparative and GRADE is therefore not appropriate. The risk of bias of the
individual observational studies that contributed long-term complications data was
assessed using the Risk Of Bias In Non-randomised Studies — of Interventions
(ROBINS-I) tool and summary ratings are presented in Table 11. Quality assessment
of studies included in the NMAs ( ) was also conducted by its authors
using GRADE.

P
RPOOWO~NOUDMWN B

12 Data were analysed and/or pooled according to follow up time after surgery following
13 the time periods specified for complications data in the protocol with ‘short-term’

14 defined as a follow up of 1 year or less after surgery, ‘medium-term’ as a follow up
15 after surgery between 1 and 5 years, and ‘long-term’ as a follow up after surgery

16 greater than 5 years. If data from the same study were reported for multiple

17 timepoints (e.g. follow up at 2 and 4 years) within the same time period (e.g. between
18 1 and 5 years), the longest follow up was used.

19 Economic evidence

20 Included studies

21 The systematic search of the economic literature undertaken for the guideline

22 identified 7 studies examining the cost-effectiveness or costs of surgical

23 management options (including mesh and non-mesh procedures) for SUI. Out of
24 these there was:

25 ¢ One UK study

26

27

28

29

30

31

32 ¢ One USA study on the cost-utility of urethral bulking agents (BA) in the office

33 setting compared with MUS (transobturator approach or the retropubic approach)
34 in the operating theatre (Kunkle 2015);

35 e One UK study on the cost-effectiveness and cost-utility of a single incision mini
36 sling (SIMS) compared with a standard midurethral mesh sling (SMUS) in women
37 with SUI (Boyers 2013);

38 ¢ One Canadian study on the cost-utility of a transobturator tape (TOT) compared
39 with tension-free vaginal tape (TVT) in the surgical treatment of SUI (Lier 2017);
40 ¢ One USA study on the cost-ultility of retropubic midurethral sling (RMUS)

41 compared with transobturator midurethral sling (TMUS) in women with pure SUI or
42 predominantly SUI (Seklehner 2014);

43 ¢ One Canadian study that assessed the costs associated with TOT, laparoscopic
44 Burch colposuspension, and the laparoscopic two team sling procedure in women
45 with SUI (Lo 2013);

46 e One USA study on the cost utility of TVT compared with Burch colposuspension in
47 women with SUI (Laudano 2013).
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1 Excluded studies

2 Studies excluded from the review and reasons for their exclusion are provided in
3 appendix K.

4 Summary of studies included in the economic evidence review
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Kunkle 2015

Kunkle (2015) evaluated the cost-utility of urethral bulking agents (BA) in the office
setting compared with midurethral slings (MUS; transobturator approach or the
retropubic approach) in the operating theatre in the USA. This was a modelling study
(a decision tree model) with the effectiveness data from published sources (review of
RCTs). The study population comprised of women with SUI without urethral
hypermobility. In the model the treatment outcomes after MUS were either dry (that
is, resolution of symptoms) or wet (that is, no resolution of symptoms). The model
also included complications defined as occurring at the time of the surgery (such as,
hematoma and haemorrhage, bladder injury), short-term complications (such as,
transient urinary retention, thigh or groin pain), and long term complications (such as
persistent urinary retention, de novo urge incontinence, urinary tract infection, mesh
complication, and recurrent stress urinary incontinence). With respect to BA, 3
possible outcomes of BA were modelled: dry (that is, resolution of symptoms), wet
(that is, no resolution of symptoms), or improved (that is, some resolution of
symptoms). Complications from BA were also divided into immediate-term (such as,
pain), short-term (such as, transient urinary retention, dysuria, hematuria, and urinary
tract infection), and long-term (such as, persistent urinary retention, de novo urge
incontinence, need for reinjection, and need for other treatment). The analysis was
conducted from a healthcare payer perspective. The study considered a range of
direct healthcare costs including costs associated with the procedures, management
of complications, and physician visits. The cost estimates were obtained from
national sources (Medicare fee schedule). The measures of outcome for the
economic analysis was QALYs. However, the utility weights were based on expert
opinion. The time horizon of the main analysis was 12 months.

MUS when compared with BA resulted in an incremental cost of $4,365 (in 2013 US
dollars) and a 0.062 QALY gain at 12 months. The ICER of MUS (versus BA) was
$70,400 per QALY gained. According to the deterministic sensitivity analyses, the
model was most sensitive to the cost of MUS placement, the probability of being dry
at 1 year after MUS, the probability of postoperative urinary retention, and the
probabilities of some long-term complications (such as, SUI, recurrent urinary tract
infection, thigh pain, and need for further treatment including reinjection of BA). When
MUS costs less than $5,132, it became a cost-effective first-line treatment (base
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case initial cost of sling was $6,397), and when it cost less than $2,035, it became
cost saving. According to the bootstrapping, the probability of BA being cost-effective
was 0.476 and being cost saving was 0.518. The probability of MUS being cost-
effective was less than 0.01.

The analysis was partially applicable to the NICE decision-making context and had
minor methodological limitations.

Boyers 2013

Boyers (2013) evaluated the cost-utility of a single incision mini sling (SIMS)
compared with a standard midurethral mesh sling (SMUS) in women with SUI
alongside an RCT (Mostafa 2012) (n=137) conducted in the UK. The analysis was
conducted from a healthcare perspective. The study considered a range of direct
healthcare costs including operating time, staff requirements, type of anaesthesia,
consumables, hospital readmission, repeat surgery and outpatient care; GP,
physiotherapist and nurse contact; any further treatment (for example, prescription
medications). The resource use estimates were based on the RCT. The unit costs
were obtained from national sources. The measure of outcome for the economic
analysis was QALYs estimated using a mapping technique. A validated algorithm
was used to map the patients’ quality of life data on the King’s Health Questionnaire
(KHQ) collected during the RCT, onto the generic preference-based measure EQ-
5D-3L. The time horizon of the analysis was 12 months. Costs were reported using
complete cases analysis and a data set with imputed missing values.

Using the base case analysis (complete case analysis) SIMS resulted in fewer
QALYs (-0.003; 95% CI: -0.008 to 0.002) and cost savings of £142.41 (95% CI. -
£316.99 to £32.17) when compared with SMUS; in 2011 prices. The cost savings for
the SIMS were mainly driven by the reduced staff resource required to deliver the
procedure under pure local anaesthesia. The ICER of SIMS (versus SMUS) was
£48,419 per QALY lost (this means that a decision maker would save £48,419 for
every QALY lost). Given that we are willing to pay £20,000 to £30,000 per QALY
gained, we should be willing to accept anything above that for a QALY lost (that is,
the ICER of SIMS compared with SMUS of £48,419 per QALY lost is considered to
be cost-effective). Similarly, when using the dataset with imputed missing values
SIMS resulted in cost savings of £54,732 per QALY lost when compared with SMUS.

In the base case analysis it was modelled that SIMS was performed under local
anaesthesia and SMUS under general anaesthesia. Local anaesthesia was the
standard type of anaesthesia in the SIMS group, unless specifically declined by a
participant. A sensitivity analysis was undertaken where it was modelled that all
women in the SIMS group receive local anaesthesia. In this scenario the ICER of
SIMS (versus SMUS) was £76,673 per QALY saved. In another scenario where a
wider perspective on costs was incorporated to include the personal and social costs
SIMS resulted in even greater cost savings when compared with SMUS (the savings
of £476.64, 95% CI: —£823.65; -£129.63). In this scenario the ICER of SIMS (versus
SMUS) was £162,056 per QALY saved.

Assuming equivalence in QALY outcomes (that is, the difference in QALYs was not
significant) SIMS was the preferred treatment option when compared with SMUS on
the basis of the cost minimisation.

In all scenarios the probability of SIMS being cost-effective ranged from 0.80 to 0.90
at a minimum savings of £20,000 to avoid a QALY loss, 0.69 to 0.99 at a minimum
savings of £30,000 to avoid a QALY loss, and 0.50 to 0.96 at a minimum savings of
£50,000 to avoid a QALY loss.
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The analysis was directly applicable to the NICE decision-making context and had
minor methodological limitations.

Lier 2017

Lier (2017) evaluated the cost-effectiveness and cost-utility of a transobturator tape
(TOT) compared with tension-free vaginal tape (TVT) in the surgical treatment of SUI
in women alongside an RCT (Ross 2016) (n=199) conducted in Canada. The
analysis was conducted from a healthcare payer perspective. The study considered a
range of healthcare costs including TVT and TOT surgical procedures, inpatient and
outpatient care (including A&E visits), clinician visits, prescription medication. The
resource use estimates were based on the RCT (n=195). The unit costs were
obtained from national sources (that is, physician payment records from Alberta). The
measures of outcome for the economic analysis was QALYs calculated using 15D
preference-based measure and the proportion of women without at least one serious
adverse event (SAE) where SAE was defined as the presence of either tape erosion,
urine retention requiring intervention, failure requiring repeat surgery for SUI, or
debilitating pain. The time horizon of the analysis was 5 years. All future costs and
QALYs were discounted by 3% per year. Regression analysis was used to adjust
incremental costs for baseline 15D utility scores and age, whereas the incremental
health effects were adjusted depending on the outcome used, with QALYs adjusted
for 15D baseline utility score and menopause status, and the SAE outcome adjusted
for 15D baseline utility score, age, smoking and menopause status. Bootstrapping
was undertaken to capture uncertainty about estimates of costs and outcomes. In the
primary analysis, missing data were imputed using a multiple imputation procedure.
A secondary analysis was undertaken that reported results based on complete case
analysis (n=104).

Using the imputed data set, TOT resulted in greater QALYs compared with TVT (4.31
versus 4.23, respectively; difference 0.04 in favour of TOT, 95% CI: -0.06; 0.13).
Similarly, TOT resulted in a greater proportion of women without SAE (0.79 versus
0.73, respectively; difference 0.03 in favour of TOT, 95% CI: -0.10; 0.16). The mean
total costs per woman were $13,007 for TOT and $16,081 for TVT, a difference of
$2,368 in favour of TOT (95% CI: -$7,166; $2,548) in 2011 Canadian dollars.

Based on the above costs and outcomes TOT was dominant using both outcome
measures (that is, it resulted in lower costs and also greater QALYs and a greater
proportion of women without SAE). However, none of the differences were
statistically significant. The probability of TOT being cost effective was 79% and
above over the entire range of WTP values per QALY gained and an additional SAE
case averted.

Using a complete case analysis, TOT resulted in greater QALYs compared with TVT
(4.37 versus 4.29, respectively; difference 0.04 in favour of TOT, 95% CI: -0.05;
0.12). The mean total costs per woman were $13,513 for TOT and $13,436 for TVT,
a difference of $898 in favour of TVT (95% CI: -$2,315; $4,452). Based on the above
costs and QALYs the ICER of TOT (versus TVT) was $22,450 per QALY gained.

Similarly, TOT resulted in a greater proportion of women without SAE (0.80 versus
0.78, respectively; difference 0.02 in favour of TOT, 95% CI: -0.10; 0.16). The mean
total costs per woman were $14,117 for TOT and $15,901 for TVT, a difference of
$1,247 in favour of TOT (95% CI: -$7,043; $2,346). Based on the above costs and
outcomes TOT was dominant compared with TVT (that is, it resulted in lower costs
and fewer women reporting SAE).
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A sensitivity analysis was undertaken on the imputed dataset in which a woman in
the TVT group with the most extreme total costs was removed. In this analysis TVT
resulted in a reduction in the costs (difference $833, 95% CI: $4,518; $2,939) and a
QALY gain (difference 0.02, 95% CI: -0.078; 0.119). Based on the above costs and
outcomes TOT remained dominant when compared with TVT, and its probability of
being cost-effective was approximately 70% across all levels of WTP per QALY
gained. In another sensitivity analysis, where future costs and QALYs were not
discounted, the results remained similar (that is, TOT was dominant when compared
with TVT). Overall the results suggest that TOT (when compared with TVT) is a cost-
effective treatment in women with SUI.

The analysis was partially applicable to the NICE decision-making context and had
minor methodological limitations.

Seklehner 2014

Seklehner (2014) evaluated the cost-utility of retropubic midurethral sling (RMUS)
compared with transobturator midurethral sling (TMUS) in women with pure SUI or
predominantly SUI in the USA. This was a modelling study (Markov decision model)
with the efficacy data (cure rates) from a review of RCTs. Following the initial
decision to treat with RMUS or TMUS the possible outcomes of surgery were death,
no leakage (dry), or persistent SUI. It was further modelled that people failing initial
treatment would be retreated using RMUS. The possible outcomes following
retreatment were death, dry, or persistent SUI. The analysis was conducted from a
healthcare payer perspective plus out of pocket expenses. The study considered a
range of healthcare costs including devices, anaesthesia, physician fees (sling
placement, cystoscopy), operating room, hospital stay, outpatient visits, treatment of
complications (infection, lower urinary tract symptoms, bladder perforation,
catheterization, drainage of hematoma, treatment of neurological symptoms, sling
excision, and treatment of bleeding). Out of pocket expenses included laundry costs.
The model also included the costs associated with absorbent pads. The cost
estimates were from published national sources (Medicare reimbursement schedule).
The source of unit costs was unclear (most likely national sources). The measure of
outcome for the economic analysis was QALYs. Utility weights were obtained from
published sources and used EQ-5D-3L, the UK population norms. The results were
reported using efficacy expressed in terms of both objective and subjective cure. The
objective cure was assessed using stress test and pad test and the subjective cure
was assessed using patients’ perception of clinical improvement, expressed by
validated questionnaires, institutional questionnaires, or open interview. The time
horizon of the analysis was 10 years. Costs and outcomes were discounted at a rate
of 2.26%.

Using deterministic results and objective cure, RMUS when compared with TMUS
resulted in a greater number of QALY at 10 year follow up (6.275 and 6.272 for
RMUS and TMUS, respectively; difference of 0.003). The mean total costs per
woman over 10 years were $9,579 for RMUS and $9,017 for TMUS, a difference of
$561.89 in 2012 USA dollars. The difference in costs was mainly driven by a shorter
operative time and associated hospital costs. Using the above costs and outcomes
the ICER of RMUS (versus TMUS) was $177,027 per QALY gained. Similarly, when
using subjective cure RMUS when compared with TMUS resulted in a greater
number of QALYs at 10 year follow up (6.264 and 6.261 for RMUS and TMUS,
respectively; difference of 0.003). The mean total costs per woman over 10 years
were $10,444 for RMUS and $9,891 for TMUS, a difference of $552.56. Using the
above costs and outcomes the ICER of RMUS (versus TMUS) was $163,193 per
QALY gained.
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According to one-way sensitivity analysis TMUS was more cost-effective than RMUS
as long as the cost of the TMUS device did not exceed $1,852 ($1,295 base case).
Conversely, RMUS was only more cost-effective if the cost of the device was less
than $603 ($1,170 base case). TMUS was more cost-effective for surgeon fees less
than $2,800 ($2,324 base case). TMUS remained more cost-effective than RMUS for
efficacy more than 76.1% (83% and 73% base case objective and subjective cure,
respectively); RMUS would need to demonstrate efficacy of 94% or greater (87% and
76% base case objective and subjective cure, respectively) to become more cost-
effective than TMUS. TMUS surgery could take up to 37.5 min (22.58 min base case)
while remaining more cost-effective than RMUS. In contrast, RMUS surgery would
need to be completed in less than 14 min (29.07 min base case) to become more
cost-effective than TMUS. TMUS was more cost effective if length of hospital stay
was less than 2.7 days (2.18 days base case). In contrast, RMUS was more cost-
effective if length of stay was less than 2.3 days (2.83 days base case). Varying the
retreatment rate and the relative utilities of being incontinent did not alter the results.

A two-way sensitivity analysis was also undertaken in which the efficacy of TMUS
and the cost of the TMUS device were simultaneously varied. For example, if the
cost of the TMUS device was $1,200 ($1,295 base case), TMUS would be more
cost-effective for TMUS efficacy of more than 69% (0.83 and 0.73 objective and
subjective cure, respectively). An additional, two-way sensitivity analysis was
performed where the probabilities of cure following TMUS and RMUS were varied
simultaneously. For example, if the probability of cure with TMUS and RMUS was 0.8
and 0.6 (0.87 base case in both groups), respectively, then TMUS was more cost-
effective. However, when the cure rates were reversed, RMUS became more cost-
effective.

Probabilistic sensitivity analysis indicated that at any WTP value for a QALY the
probability of TMUS being cost-effective was approaching 1.00.

The analysis was partially applicable to the NICE decision-making context and had
potentially serious methodological limitations.

Lo 2013

Lo (2013) assessed the costs of transobturator tape (TOT), laparoscopic Burch
colposuspension, and the laparoscopic two team sling procedure in women with SUI
in Canada. The analysis was conducted from a healthcare payer perspective. The
study considered a range of direct healthcare costs including equipment costs,
surgeon, surgical assistant, anaesthesiologist, nursing costs, operating and recovery
room costs, and hospital stay. The resource use estimates were based on the
observation cohort study participants (N=18) and associated administrative
databases (that is, patients’ medical records). The unit costs were obtained from
local sources (that is, finance department of the hospital and Ontario province
Ministry of Health). The time horizon of the analysis was unclear. However, it seems
to be the immediate postoperative period.

The mean total costs per woman were $2,547 (95% CI: $2,260 to $2,833) for TOT
procedure, $4,354 (95% CI: $3,465 to $5,244) for laparoscopic Burch
colposuspension, and $5,393 (95% CI: $4,959 to $5,826) for laparoscopic two-team
sling procedure. The difference between TOT and laparoscopic Burch
colposuspension was $1,807.88 (in favour of TOT), p < 0.001; the difference
between TOT and laparoscopic two team sling procedure was $2,834.73 (in favour of
TOT procedure), p < 0.001; and the difference between laparoscopic Burch
colposuspension and laparoscopic two team sling was $1,039 (in favour of
laparoscopic Burch colposuspension), p < 0.001. Based on the above cost estimates
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TOT procedure was the cost saving treatment when compared with laparoscopic
Burch colposuspension and laparoscopic two team sling procedure.

The analysis was patrtially applicable to the NICE decision-making context and had
potentially serious methodological limitations.

Laudano 2013

Laudano (2013) evaluated the cost-utility of tension free vaginal tape compared with
Burch colposuspension (BC) in women with SUI in the USA. This was a modelling
study (Markov decision model) with the efficacy data (that is, cure rate) from
published sources (review of RCTs). The possible health states after either type of
surgery were death, no leakage (dry), leaking urine (persistent SUI), or a second
surgery which in all cases was assumed to be TVT (that is, primary treatment failure
to TVT or BC was treated with TVT). After this second procedure, the possible
outcomes were death, dry or wet. The analysis was conducted from a healthcare
payer perspective. The study considered a range of direct healthcare costs including
cost of procedures, devices, cystoscopy, operating theatre, hospital stay, physician
visits, treatment of complications, and revision surgery. The complications were
modelled as a weighted average and included haematoma, urinary retention,
detrusor overactivity, UTI, abscess, mesh or suture erosion, recurrent stress
incontinence, pelvic organ prolapse, incisional hernia, bladder perforation, and
revision. The cost data was obtained from national sources (Medicare reimbursement
rates). The source of unit costs was unclear but most likely national sources. The
measure of outcome for the economic analysis was QALY's with utility weights
derived from a UK-based RCT using EQ-5D-3L generic measure with valuations by
the UK general public. The time horizon of the analysis was 10 years. Costs and
outcomes were discounted at a rate of 4.54%.

In the base case analysis TVT resulted in a greater QALY gain at 10 years compared
with Burch (5.79 versus 5.78, respectively; difference 0.01). It also resulted in the
cost savings of $1,894 ($8,651 and $10,545 for TVT and burch, respectively); in
likely 2012 USA dollars. Based on the above costs and outcomes TVT was the
dominant treatment (that is, it resulted in better outcomes and lower healthcare
costs). In deterministic sensitivity analyses TVT remained more cost-effective than
BC as long as the costs of the TVT device was <$3,220 (base case $1,170). When
the efficacy (cure rate) of TVT was varied, BC became more cost-effective when TVT
efficacy was <42% (base case 77%). Regardless of the utility gain associated with
the cure (dry health state), TVT remained more cost-effective than BC. Two-way
sensitivity analyses were also performed where TVT efficacy and costs were varied.
For example, if the cost of the TVT device was $2,000 (base case $1,170), TVT
would be more cost-effective for TVT efficacy >59% (base case 77%). An additional,
two-way sensitivity analysis was performed where probability of cure after TVT
versus probability of cure after BC was varied. For example, if the probability of cure
with BC and TVT were 70% and 40% (base case 68% and 77%), then the BC would
become more cost-effective. However, if the cure rates were reversed, then TVT
becomes more cost-effective. The probabilistic sensitivity analysis indicated that for
any willingness to pay value greater than $20,000 per QALY the probability of TVT
being cost effective was approximately 0.90 and the probability of Burch being cost-
effective never exceeded 0.10.

The analysis was patrtially applicable to the NICE decision-making context and had
minor methodological limitations.
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Economic model

This question was not prioritised for economic modelling because the existing
economic evidence on the cost-effectiveness of surgical treatments for women with
SUI was anticipated to be sufficient to inform the committee decision making.
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1 Clinical evidence statements

2 Colposuspension versus synthetic mesh sling

3 Continence-specific health-related quality of life

4 e Very low quality evidence from 1 RCT (n=286) showed no clinically important

5 difference between colposuspension and synthetic mesh sling on the number of
6 women with SUI whose urinary symptoms affect their sex life as assessed by the
7 Bristol Female Lower Urinary Tract Symptoms (BFLUTS) questionnaire within 1
8 year of surgery: RR 0.96 (95% CI 0.65-1.42).

9 e Very low quality evidence from 1 RCT (n=177) showed no clinically important

10 difference between colposuspension and synthetic mesh sling on the number of
11 women with SUI whose urinary symptoms affect their sex life as assessed by the
12 Bristol Female Lower Urinary Tract Symptoms (BFLUTS) questionnaire between 1
13 year and 5 years after surgery: RR 0.62 (95% CI 0.26-1.46).

14

15 Adverse events
16 ¢ Very low quality evidence from 3 RCTs (n=259) showed no clinically important

17 difference between colposuspension and synthetic mesh sling on the number of
18 women with SUI who suffered severe bleeding requiring a blood transfusion

19 during surgery: RR 0.33 (95% CI 0.01-7.92).

20 e Low quality evidence from 11 RCTs (n=1086) showed a clinically important

21 difference favouring colposuspension compared to synthetic mesh sling on the
22 number of women with SUI who suffer a perioperative bladder injury: RR 0.23
23 (95% CI 0.1-0.51).

24 ¢ Very low quality evidence from 1 RCT (n=72) showed no clinically important

25 difference between colposuspension and synthetic mesh sling on the number of
26 women with SUI who suffered a perioperative bowel injury: RR 3.0 (95% CI 0.13-
27 71.28).

28

29 Complications
30 e Very low quality evidence from 2 RCTs (n=189) showed no clinically important

31 difference between colposuspension and synthetic mesh sling on the number of
32 women with SUI who experience pain within 1 year of surgery: RR 0.78 (95% CI
33 0.05-12.33), random effects analysis.
34 o Very low quality evidence from 1 RCT (n=68) showed no clinically important
35 difference between colposuspension and synthetic mesh sling on the number
36 of women with SUI who experience pain within 1 year of surgery and who did
37 not have concomitant POP surgery: RR 0.17 (95% CI 0.0.01-3.16).
38 o Very low quality evidence from 1 RCT (n=121) showed no clinically important
39 difference between colposuspension and synthetic mesh sling on the number
40 of women with SUI who experience pain within 1 year of SUI surgery and who
41 also had concomitant POP surgery: RR 2.75 (95% CI 0.26-29.46).
42 e Very low quality evidence from 2 RCTs (n=161) showed no clinically important
43 difference between colposuspension and synthetic mesh sling on the number of
44 women with SUI who experience pain between 1 year and 5 years after surgery:
45 RR 8.76 (95% CI 0.49-156.85).
46 ¢ Very low quality evidence from 2 RCTs (n=429) showed no clinically important
47 difference between colposuspension and synthetic mesh sling on the number of
48 women with SUI who experience mesh extrusion within 1 year of surgery: RR 0.35
49 (95% CI 0.06-2.21).
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¢ Very low quality evidence from 5 RCTs (n=598) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience mesh extrusion between 1 year and 5 years after
surgery: RR 0.27 (95% CI 0.06-1.27).

e Low quality evidence from 1 RCT (n=90) showed no women with SUI who
received colposuspension or synthetic mesh sling experienced fistula between 1
year and 5 years after surgery: RR 1.0 (95% CI 0.96-1.04), non-event.

¢ Very low quality evidence from 3 RCTs (n=289) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience need for catheterisation within 1 year of surgery:
RR 1.95 (95% CI 0.46-8.18).

¢ Very low quality evidence from 3 RCTs (n=501) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience need for catheterisation between 1 year and 5
years after surgery: RR 1.97 (95% CI 0.36-10.67).

¢ Very low quality evidence from 2 RCTs (n=429) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience an infection within 1 year of surgery: RR 1.29
(95% CI 0.81-2.04).

o Low quality evidence from 1 RCT (n=316) showed a clinically important
difference favouring synthetic mesh sling over colposuspension on the number
of women with SUI who experience an infection within 1 year of surgery and
who did not have concomitant POP surgery: RR 1.55 (95% CI 1.11-2.17).

o Very low quality evidence from 1 RCT (n=113) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number
of women with SUI who experience an infection within 1 year of surgery and
who also had concomitant POP surgery: RR 0.96 (95% CI 0.55-1.67).

¢ Very low quality evidence from 4 RCTs (n=539) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience an infection between 1 year and 5 years after
surgery: RR 0.59 (95% CI 0.26-1.34).

e Very low quality evidence from 1 RCT (n=87) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience de novo urgency within 1 year of surgery: RR
0.44 (95% CI 0.12-1.59).

¢ Very low quality evidence from 3 RCTs (n=338) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience de novo urgency between 1 year and 5 years
after surgery: RR 1.42 (95% CI 0.4-5.04).

¢ Very low quality evidence from 2 RCTs (n=155) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience de novo urge incontinence within 1 year of
surgery: RR 1.25 (95% CI 0.35-4.52).

¢ Very low quality evidence from 3 RCTs (n=315) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience de novo urge incontinence between 1 year and 5
years after surgery: RR 2.61 (95% CIl 0.53-12.79).

e Very low quality evidence from 2 RCTs (n=302) showed a clinically important
difference favouring synthetic mesh sling compared to colposuspension on the
number of women with SUI who have an occurrence of POP between 1 year and
5 years after surgery: RR 1.64 (95% CI 1.10-2.44).
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¢ Low quality evidence from 1 RCT (n=90) showed no women with SUI who
received colposuspension or synthetic mesh sling experienced wound
complications between 1 year and 5 years after surgery: RR 1.0 (95% CI 0.96-
1.04), non-event.

Change in continence status

For composite cure outcome within approximately 1 year of surgery — NMA outcome,
see clinical evidence profile for NMA outcomes.

¢ Low quality evidence from 4 RCTs (n=625) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who are subjectively cured within 1 year or surgery: RR 0.9 (95%
Cl1 0.8-1.03).

¢ Very low quality evidence from 4 RCTs (n=619) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who are subjectively cured between 1 year and 5 years after
surgery: RR 0.88 (95% CI 0.74-1.04).

e Very low quality evidence from 1 RCT (n=72) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who are subjectively cured more than 5 years after surgery: RR
0.92 (95% CI 0.49-1.74).

¢ Very low quality evidence from 5 RCTs (n=689) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who are objectively cured within 1 year of surgery: RR 0.88 (95%
Cl 0.8-0.96).

e Low quality evidence from 7 RCTs (n=844) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who are objectively cured between 1 year and 5 years after
surgery: RR 0.84 (95% CI 0.74-0.95).

e Low quality evidence from 1 RCT (n=344) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who had a negative cough stress test within 1 year of SUI
surgery only: RR 0.83 (95% CI 0.73-0.94).

e Low quality evidence from 1 RCT (n=113) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who have a negative cough stress test between 1 year and 5
years after SUI surgery and concomitant POP surgery: RR 0.83 (95% CI 0.65-
1.06).

Patient satisfaction/patient-reported improvement

For composite outcome of patient satisfaction/patient-reported improvement within
approximately 1 year of surgery — NMA outcome, see clinical evidence profile for
NMA outcomes.

e Low quality evidence from 5 RCTs (n=441) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience improvement in continence status between 1
year and 5 years after surgery: RR 0.89 (0.79-0.99).
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Very low quality evidence from 1 RCT (n=72) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who experience improvement in continence status more than 5
years after surgery: RR 1.18 (0.75-1.85).

Repeat surgery

Very low quality evidence from 2 RCTs (n=168) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who have repeat surgery for any reason within 1 year of surgery:
RR 0.86 (95% CI 0.27-2.78).

Low quality evidence from 1 RCT (n=316) showed a clinically important difference
favouring synthetic mesh slings compared to colposuspension on the number of
women with SUI who have repeat surgery for any reason between 1 year and 5
years after SUI surgery only: RR 2.66 (95% CI 1.13-6.29).

Very low quality evidence from 2 RCTs (n=166) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who have repeat surgery for SUI between 1 year and 5 years
after surgery: RR 2.4 (95% CI 0.65-8.95).

Very low quality evidence from 1 RCT (n=53) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who have repeat surgery for SUI more than 5 years after surgery:
RR 0.89 (95% CI 0.06-13.54).

Very low quality evidence from 1 RCT (n=68) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who have repeat surgery for mesh complications within 1 year of
surgery: RR 0.4 (95% CI 0.02-9.38).

Very low quality evidence from 1 RCT (n=72) showed no clinically important
difference between colposuspension and synthetic mesh sling on the number of
women with SUI who have repeat surgery for mesh complications more than 5
years after surgery: RR 0.2 (95% CI 0.01-4.03).

Autologous rectus fascial sling versus synthetic mesh sling
Continence-specific health-related quality of life

Very low to low quality evidence from 1 RCT (n=124) showed no clinically
important difference between autologous rectus fascial sling and synthetic mesh
sling in women with SUI on continence-specific health-related quality of life (SMD -
0.15 [95% CI -0.50 to +0.21]) and sexual function (SMD +0.08 [95% CI -0.28 to
+0.43]) as assessed by the Bristol Female Lower Urinary Tract Symptoms
(BFLUTS) questionnaire at a median 10 years after surgery.

Very low quality evidence from 1 RCT (n=20) showed a clinically important
difference favouring autologous rectus fascial sling over synthetic mesh sling in
women with SUI on the King’'s Health Questionnaire subscales of general health
perceptions (SMD -1.04 [95% CI -1.97 to -0.11]), role limitations (SMD -1.39 [95%
Cl -2.37 to -0.42]), physical and social limitations (SMD -1.39 [95% CI -2.37 to -
0.42]), emotions (SMD -1.19 [95% CI -2.14 to -0.24]) and severity measures (SMD
-1.47 [95% CI -2.46 to -0.49]) at 6 months after surgery.

Very low quality evidence from 1 RCT (n=20) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling in
women with SUI on the King’'s Health Questionnaire subscales of incontinence
impact (SMD +0.7 [95% CI -1.6 to +0.2]), personal relationships (SMD +0.03 [95%
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Cl1-0.85 to +0.91]) and sleep/energy (SMD -0.54 [95% CI -1.43 to +0.36]) at 6
months after surgery.

Adverse events

Very low quality evidence from 5 RCTs (n=336) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience severe bleeding requiring a blood
transfusion uring surgery: RR 0.4 (95% CI 0.05-2.88).

Very low quality evidence from 9 RCTs (n=471) showed a clinically important
difference favouring autologous rectus fascial sling over synthetic mesh sling on
the number of women with SUI who suffer a perioperative bladder injury: RR 0.36
(95% CI 0.16-0.84).

Complications

Very low quality evidence from 3 RCTs (n=174) showed no clinically important
difference between autologous rectus fascial slings and synthetic mesh slings on
the number of women with SUI who experience pain within 1 year of surgery: RR
0.72 (95% CI 0.02-34.42), random effects analysis.

o Very low quality evidence from 1 RCT (n=53) showed there may be a clinically
important difference favouring retropubic synthetic mesh sling over autologous
rectus fascial sling on the number of women with SUI who experience pain
within 1 year of surgery, although there is some uncertainty: RR 3.92 (95% CI
0.9-17.15).

o Very low guality evidence from 2 RCTs (n=121) showed no clinically important
difference between autologous rectus fascial sling and transobturator synthetic
mesh sling on the number of women with SUI who experience pain within 1
year of surgery: RR 0.09 (95% CI 0.01-1.59).

Very low quality evidence from 1 RCT (n=70) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience pain between 1 year and 5 years after
surgery: RR 0.75 (95% CI 0.18-3.11).

Very low quality evidence from 2 RCTs (n=193) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience pain more than 5 years after surgery:
RR 1.12 (95% CI 0.36-3.52).

Very low quality evidence from 3 RCTs (n=174) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience mesh extrusion within 1 year of
surgery: RR 0.35 (95% CI 0.02-8.1).

Very low quality evidence from 2 RCTs (n=133) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience mesh extrusion between 1 year and 5
years after surgery: RR 0.36 (95% CI 0.06-2.28).

Very low quality evidence from 2 RCTs (n=193) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience mesh extrusion more than 5 years
after surgery: RR 0.22 (95% CI 0.03-1.87).

Very low quality evidence from 5 RCTs (n=340) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
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number of women with SUI who experience need for catheterisation within 1 year
of surgery: RR 1.79 (95% CI 0.77-4.17).

¢ Very low quality evidence from 1 RCT (n=124) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience need for catheterisation more than 5
years after surgery: RR 1.38 (95% CI 0.32-5.9).

e Very low quality evidence from 1 RCT (n=41) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experienced an infection within 1 year of surgery:
RR 7.33 (95% CI 0.4-133.57).

e Low quality evidence from 1 RCT (n=70) showed no women who received either
autologous rectus fascial sling or synthetic mesh sling experienced an infection
between 1 year and 5 years after surgery: RR 1.0 (95% CI 0.95-1.06), non event.

¢ Very low quality evidence from 2 RCTs (n=65) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience de novo urgency between 1 year and
5 years after surgery: RR 0.96 (95% CI 0.46-2.01).

¢ Very low quality evidence from 2 RCTs (n=193) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience de novo urgency more than 5 years
after surgery: RR 0.77 (95% CIl 0.31-1.93).

¢ Very low quality evidence from 1 RCT (n=61) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience de novo urge incontinence between 1
year and 5 years after surgery: RR 5.56 (95% CI 0.74-41.68).

e Very low quality evidence from 1 RCT (n=69) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience de novo urge incontinence more than
5 years after surgery: RR 0.77 (95% CI 0.14-4.33).

¢ Very low quality evidence from 3 RCTs (n=182) showed a clinically important
difference favouring synthetic mesh sling compared to autologous rectus fascial
sling on the number of women with SUI who experience wound complications
within 1 year of surgery: RR 6.2 (95% CI 1.32-29.06).

Change in continence status

For composite cure outcome within approximately 1 year of surgery — NMA outcome,
see clinical evidence profile for NMA outcomes.

¢ Very low quality evidence from 3 RCTs (n=217) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who are subjectively cured within 1 year of surgery:
RR 1.02 (95% CI 0.56-1.86), random effects analysis.

o Very low quality evidence from 2 RCTs (n=197) showed there is a clinically
important difference favouring retropubic synthetic mesh sling over autologous
rectus fascial sling on the number of women with SUI who are subjectively
cured within 1 year of surgery: RR 0.75 (95% CI 0.57-1.0).

o Very low quality evidence from 1 RCT (n=20) showed there is a clinically
important difference favouring autologous rectus fascial sling over
transobturator synthetic mesh sling on the number of women with SUI who are
subjectively cured within 1 year of surgery: RR 3.0 (95% CI 1.14-7.91).
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Very low quality evidence from 1 RCT (n=41) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh slings on
the number of women with SUI who are subjectively cured between 1 year and 5
years after surgery: RR 0.88 (95% Cl 0.54-1.44).

Very low quality evidence from 1 RCT (n=156) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who are subjectively cured more than 5 years after
surgery: RR 1.33 (95% CI 0.83-2.12).

Low quality evidence from 4 RCTs (n=233) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who are objectively cured within 1 year of surgery: RR
1.03 (95% CI 0.96-1.11).

Very low quality evidence from 3 RCTs (n=187) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who are objectively cured between 1 year and 5 years
after surgery: RR 0.98 (95% CI 0.85-1.13).

Very low quality evidence from 1 RCT (n=72) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh slings on
the number of women with SUI who had a negative cough stress test between 1
year and 5 years after surgery: RR 1.01 (95% CI 0.86-1.19).

Very low quality evidence from 1 RCT (n=100) showed no clinically important
difference between autologous rectus fascial slings and synthetic mesh slings on
the number of women with SUI who had a negative cough stress test more than 5
years after surgery: RR 1.03 (95% CI1 0.91-1.17).

Patient satisfaction/patient-reported improvement

For composite outcome of patient satisfaction/patient-reported improvement within
approximately 1 year of surgery — NMA outcome, see clinical evidence profile for
NMA outcomes.

Low quality evidence from 3 RCTs (n=137) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience an improvement in continence status
between 1 year and 5 years after surgery: RR 1.0 (95% CIl 0.83-1.2)

Very low quality evidence from 2 RCTs (n=256) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who experience an improvement in continence status
more than 5 years after surgery: RR 0.85 (95% CI 0.69-1.04)

Repeat surgery

Very low quality evidence from 2 RCTs (n=197) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who have repeat surgery for any reason within 1 year
of surgery: RR 1.39 (95% CI 0.13-14.50).

Very low quality evidence from 1 RCT (n=69) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who have repeat surgery for any reason more than 5
years after surgery: RR 1.16 (95% CI 0.08-17.75).
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Very low quality evidence from 1 RCT (n=124) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who have repeat surgery for SUI more than 5 years
after surgery: RR 1.03 (95% CI 0.27-3.95).

Very low quality evidence from 1 RCT (n=70) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who have repeat surgery for POP or mesh
complications between 1 year and 5 years after surgery: RR 0.2 (95% CI1 0.01-
4.02).

Very low quality evidence from 1 RCT (n=124) showed no clinically important
difference between autologous rectus fascial sling and synthetic mesh sling on the
number of women with SUI who have repeat surgery for POP or mesh
complications more than 5 years after surgery: RR 2.07 (95% CI 0.39-10.87).

Non-autologous biological sling versus synthetic mesh sling

Continence-specific health-related quality of life

Very low quality evidence from 1 RCT (n=101) showed no clinically important
difference between porcine dermis sling and TVT in women with SUI on
continence-specific health-related quality of life (SMD +0.19 [95% CI -0.21 to
+0.59]) and sexual function (SMD +0.31 [95% CI -0.1 to +0.71]) as assessed by
the Bristol Female Lower Urinary Tract Symptoms (BFLUTS) questionnaire at a
median 10 years after surgery.

Low quality evidence from 1 RCT (n=100) showed no clinically important
difference between porcine dermis sling and Align-TO in women with SUI on
continence-specific health-related quality of life as assessed by the King’s Health
Questionnaire total score at 1 year after surgery: MD -53.6 (95% CI -136.34 to
+29.14).

Adverse events

Low quality evidence from 3 RCTs (n=350) showed no women with SUI who
received either a porcine dermis sling or a synthetic mesh sling suffered severe
bleeding during surgery requiring a blood transfusion: RR 1.0 (95% CI 0.98-1.02),
non-event.

Very low quality evidence from 1 RCT (n=139) showed no clinically important
difference between cadaveric fascia lata slings and retropubic synthetic mesh
slings on the number of women with SUI who suffer a perioperative bladder injury:
RR 0.4 (95% Cl 0.11-1.46).

Very low quality evidence from 3 RCTs (n=350) showed no clinically important
difference between porcine dermis slings and synthetic mesh slings on the
number of women with SUI who suffer a perioperative bladder injury: RR 0.36
(95% CI 0.04-3.13).

Complications

Very low quality evidence from 1 RCT (n=100) showed no clinically important
difference between porcine dermis slings and synthetic mesh slings on the
number of women with SUI who experience pain within 1 year of surgery: RR 2.0
(95% CI 0.19-21.36).

Very low quality evidence from 1 RCT (n=142) showed no clinically important
difference between porcine dermis sling and TVT on the number of women with
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SUI who experience pain between 1 year and 5 years after surgery: RR 0.61 (95%
Cl 0.11-3.56).

¢ Very low quality evidence from 1 RCT (n=101) showed no women who received
either porcine dermis sling or TVT experienced pain more than 5 years after
surgery: RR 1.0 (95% CI 0.94-1.04), non-event.

e Low quality evidence from 1 RCT (n=139) showed no women who received either
cadaveric fascia lata slings or retropubic IVS experienced mesh extrusion within 1
year of surgery: RR 1.0 (95% CI 0.97-1.03), non-event.

e Very low quality evidence from 1 RCT (n=100) showed no clinically important
difference between porcine dermis slings and transobturator synthetic mesh slings
on the number of women with SUI who experience mesh extrusion within 1 year of
surgery: RR 0.33 (95% CI 0.01-7.99).

e Very low quality evidence from 1 RCT (n=101) showed no clinically important
difference between porcine dermis slings and TVT on the number of women with
SUI who experience mesh extrusion more than 5 years after surgery: RR 0.55
(95% CI 0.02-13.1).

¢ Very low quality evidence from 1 RCT (n=139) showed no clinically important
difference between cadaveric fascia lata slings and retropubic IVS on the number
of women with SUI who experience a need for catheterisation within 1 year
surgery: RR 1.07 (95% CI 0.43-2.7).

e Very low quality evidence from 2 RCTs (n=257) showed no clinically important
difference between porcine dermis slings and synthetic mesh sling on the number
of women with SUI who experience a need for catheterisation within 1 year
surgery: RR 0.61 (95% CI 0.11-3.56).

¢ Very low quality evidence from 1 RCT (n=101) showed no clinically important
difference between porcine dermis slings and TVT on the number of women with
SUI who experienced a need for catheterisation more than 5 years after surgery:
RR 0.23 (95% CI 0.01-4.42).

e Low quality evidence from 1 RCT (n=139) showed no women who received either
cadaveric fascia lata sling or retropubic IVS experienced an infection within 1 year
of surgery: RR 1.0 (95% CI 0.97-1.03), non event.

¢ Very low quality evidence from 1 RCT (n=142) showed no clinically important
difference between porcine dermis sling and TVT on the number of women with
SUI who have an infection between 1 year and 5 years after surgery: RR 0.18
(95% CI 0.01-3.77).

e Very low quality evidence from 1 RCT (n=128) showed no clinically important
difference between porcine dermis slings and TVT on the number of women with
SUI who experience de novo urgency between 1 year and 5 years after surgery:
RR 1.18 (95% CI 0.53-2.6).

e Very low quality evidence from 1 RCT (n=101) showed no clinically important
difference between porcine dermis slings and TVT on the number of women with
SUI who experience de novo urgency more than 5 years after surgery: RR 0.55
(95% CI 0.02-13.1).

e Low quality evidence from 1 RCT (n=139) showed a clinically important difference
favouring retropubic IVS over cadaveric fascia lata slings on the number of women
with SUI who experience de novo urge incontinence within 1 year of surgery: RR
2.69 (95% CI 1.74-4.15).

e Very low quality evidence from 1 RCT (n=142) showed no clinically important
difference between porcine dermis sling and TVT on the number of women with
SUI who experience de novo urge incontinence within 1 year of surgery: RR 0.61
(95% CI 0.18-2.08).
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¢ Moderate quality evidence from 1 RCT (n=100) showed no women who received
either porcine dermis sling or Align-TO experienced occurrence of POP within 1
year of surgery: RR 1.0 (95% CI 0.96-1.04), non-event.

e Very low quality evidence from 1 RCT (n=100) showed no clinically important
difference between porcine dermis slings and synthetic mesh slings on the
number of women with SUI who experience wound complications within 1 year of
surgery: RR 3.0 (95% CI1 0.13-71.92).

Change in continence status

For composite cure outcome within approximately 1 year of surgery — NMA outcome,
see clinical evidence profile for NMA outcomes.

e Very low quality evidence from 2 RCTs (n=224) showed no clinically important
difference between porcine dermis slings and synthetic mesh slings on the
number of women with SUI who are subjectively cured within 1 year of surgery:
RR 0.61 (95% CI 0.21-1.82), random effects analysis.

o Very low quality evidence from 1 RCT (n=124) showed a clinically important
difference favouring TVT over porcine dermis slings on the number of women
with SUI who are subjectively cured within 1 year of surgery: RR 0.36 (95% CI
0.3-0.66).

o Very low quality evidence from 1 RCT (n=100) showed no clinically important
difference between porcine dermis slings and Align-TO on the humber of
women with SUI who are subjectively cured within 1 year of surgery: RR 0.97
(95% CI 0.75-1.26).

e Very low quality evidence from 1 RCT (n=124) showed a clinically important
difference favouring TVT over porcine dermis sling on the number of women who
are subjectively cured more than 5 years after surgery: RR 0.42 (95% CI 0.18-
0.96).

¢ Very low quality evidence from 1 RCT (n=139) showed no clinically important
difference between cadaveric fascia lata slings and retropubic IVS on the number
of women with SUI who are objectively cured within 1 year of surgery: RR 1.11
(95% CI 0.79-1.55).

e Moderate quality evidence from 1 RCT (n=100) showed no clinically important
difference between porcine dermis sling and Align-TO on the number of women
with SUI who are objectively cured within 1 year of surgery: RR 0.96 (95% CI
0.89-1.04).

e Low quality evidence from 1 RCT (n=142) showed no clinically important
difference between porcine dermis sling and TVT on the number of women with
SUI who are objectively cured between 1 year and 5 years after surgery: RR 0.97
(95% CI 0.81-1.16).

Patient satisfaction/patient-reported improvement

For composite outcome of patient satisfaction/patient-reported improvement within
approximately 1 year of surgery — NMA outcome, see clinical evidence profile for
NMA outcomes.

e Very low quality evidence from 1 RCT (n=124) showed a clinically important
difference favouring TVT compared to porcine dermis slings on the number of
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women who show an improvement in continence status more than 5 years after
surgery: RR 0.66 (95% CI 0.46-0.95).

No evidence was identified to inform this outcome for the time period of between 1
and 5 years after surgery.

Repeat surgery

Very low quality evidence from 1 RCT (n=139) showed no clinically important
difference between cadaveric fascia lata slings and retropubic IVS on the number
of women with SUI who have repeat surgery for any reason within 1 year of
surgery: RR 5.37 (95% CI 0.26-109.81).

Very low quality evidence from 1 RCT (n=115) showed a clinically important
difference favouring TVT over porcine dermis slings on the number of women with
SUIl who have repeat surgery for any reason within 1 year of surgery: RR 28.3
(95% CI 1.69-474.6).

Very low quality evidence from 1 RCT (n=101) showed that there may be a
clinically important difference favouring TVT over porcine dermis slings on the
number of women with SUI who have repeat surgery for SUI more than 5 years
after surgery, although there is some uncertainty: RR 4.14 (95% CI 0.85-20.32).

Very low quality evidence from 2 RCTs (n=201) showed no clinically important
difference between porcine dermis slings and synthetic mesh slings on the
number of women who have repeat surgery for POP or mesh complications more
than 5 years after surgery: RR 1.41 (95% CI 0.35-5.68).

Transobturator mesh sling versus retropubic mesh sling

Continence-specific health-related quality of life

Very low quality evidence from 1 RCT (n=100) showed there may be a clinically
important difference favouring retropubic over transobturator synthetic mesh slings
on the International Consultation on Incontinence Modular Questionnaire-Urinary
Incontinence Quality of Life (ICIQ-UI-QoL) in women with SUI with 1 year of
surgery, although there is some uncertainty: MD -6.37 (95% CI-13.22 to +0.48).

Very low quality evidence from 1 RCT (n=100) showed that there is a clinically
important difference favouring retropubic over transobturator synthetic mesh slings
in women with SUI on the International Consultation on Incontinence Modular
Questionnaire-Urinary Incontinence Quality of Life (ICIQ-UI-QoL) between 1 year
and 5 years after surgery: MD -8.34 (95% CI -14.40 to -2.28).

Low quality evidence from 5 RCTs (n=887) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on
International Consultation on Incontinence Modular Questionnaire-Urinary
Incontinence Scored Form (ICIQ-UI-SF) in women with SUI within 1 year of
surgery: MD +0.65 (95% CI +0.19 to +1.1).

Low quality evidence from 1 RCT (n=100) showed no clinically important
difference between transobturator and retropubic synthetic slings on the
International Consultation on Incontinence Modular Questionnaire-Urinary
Incontinence Form Scored Form (ICIQ-UI-SF) in women with SUI between 1 year
and 5 years after surgery: MD +0.19 (95% CI -0.49 to +0.87).

Very low quality evidence from 1 RCT (n=125) showed a clinically important
difference favouring TVT-Exact (retropubic) synthetic slings over TVT-Abbrevo
(transobturator) synthetic slings in women with SUI on the Urinary Incontinence

75

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews
for surgical management of stress urinary incontinence DRAFT (October 2018)



O©CoOoO~NOUITRAW NEF

DRAFT FOR CONSULTATION
Surgical and conservative management of stress urinary incontinence

Quality of Life Scale (I-QoL) within 1 year of surgery: MD -4.54 (95% CI -7.43 to -
1.65).

Very low quality evidence from 3 RCTs (n=541) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings in women
with SUI on the following King’'s Health Questionnaire (KHQ) subscales within 1
year of surgery: General health perceptions (MD -0.7 [95% CI -3.81 to +2.41)),
incontinence impact (MD -4.54 [95% CI -9.82 to +0.74]), role limitations (MD -4.29
[95% CI -8.3 to -0.28]), physical limitations (MD -4.39 [95% CI -8.6 to -0.18]),
social limitations (MD -2.89 [95% CI -5.36 to -0.43]), personal relationships (MD -
3.33[95% CI -8.48 to +1.82], random effects analysis), emotions (MD -4.66 [95%
Cl -8.4 to -0.92)), sleep/energy (MD -0.72 [95% CI -3.52 to -2.09]), and severity
(MD -3.77 [95% CI -8.33 to +0.78]).

Very low quality evidence from 1 RCT (n=480) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings in women
with SUI on the King’s Health Questionnaire (KHQ) intercourse subscale within 1
year of surgery: MD -0.66 (95% CI -1.4 to +0.08).

Very low to low quality evidence from 2 RCTs (n=434) showed no clinically
important difference between transobturator and retropubic synthetic mesh slings
in women with SUI on the following King’s Health Questionnaire (KHQ) subscales
between 1 year and 5 years after surgery: General health perceptions (MD -0.23
[95% CI -4.29 to +3.82]), incontinence impact (MD +2.26 [95% CI -2.61 to +7.13]),
role limitations (MD +2.55 [95% CI -1.19 to +6.28]), physical limitations (MD +0.17
[95% CI -4.89 to +5.23)), social limitations (MD +1.32 [95% CI -1.42 to +4.05]),
personal relationships (MD -1.69 [95% CI -8.75 to +5.37], random effects
analysis), emotions (MD +0.57 [95% CI -2.48 to +3.61]), sleep/energy (MD +2.06
[95% CI -1.1 to +5.22]), and severity (MD +2.47 [95% CI -2.23 to +7.17]).

Very low quality evidence from 1 RCT (n=331) showed a clinically important
difference favouring transobturator over retropubic synthetic mesh slings in
women with SUI on the King’s Health Questionnaire (KHQ) intercourse subscale
between 1 year and 5 years after surgery: MD -25.6 (95% Cl -34.46 to -16.74).

Very low quality evidence from 1 RCT (n=265 to n=263) showed no clinically
important difference between transobturator and retropubic synthetic mesh slings
in women with SUI on the the Urinary Incontinence Severity Score (UISS)
questionnaire within 1 year of surgery (MD -0.3 [95% CI -0.65 to +0.05] and
between 1 year and 5 years after surgery (MD 0.0 [95% CI -0.62 to +0.62]).

Very quality evidence from 2 RCTs (n=722 to n=707) showed no clinically
important difference between transobturator and retropubic synthetic mesh slings
in women with SUI on the overall Pelvic Organ Prolapse/Incontinence Sexual
Questionnaire (P1ISQ-12) within 1 year of surgery (MD +0.08 [95% CI -0.73 to
+0.89] and between 1 year and 5 years after surgery (MD +0.73 [95% CI -0.21 to
+1.67]).

Low quality evidence from 1 RCT (n=180) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who reported that their sexual function was not
affected according to the Bristol Female Lower Urinary Tract Symptoms-Short
Form (BFLUTS-SF) questionnaire within 1 year of surgery: RR 0.94 (95% CI 0.76-
1.17).

Adverse events
¢ Very low quality evidence from 10 RCTs (n=2041) showed no clinically important

difference between transobturator and retropubic synthetic mesh slings in women
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with SUI on the number of women with SUI who experience severe bleeding that
requires a blood transfusion during surgery: RR 0.35 (95% CI 0.06-2.19).

Moderate quality evidence from 40 RCTs (n=6654) showed a clinically important
difference favouring transobturator over retropubic synthetic mesh slings on the
number of women with SUI who experience a perioperative bladder injury: RR
0.15 (95% CI 0.1-0.24).

Moderate quality evidence from 12 RCTs (n=1455) showed no women with SUI
who received a transobturator synthetic sling or a retropubic sling suffered a
perioperative bowel injury: RR 1.0 (95% CI 0.99-1.01), non-event.

Complications

Moderate quality evidence from 19 RCTs (n=3618) showed a clinically important
difference favouring retropubic over transobturator synthetic mesh slings on the
number of women with SUI who experienced pain within 1 year of surgery: RR 2.8
(95% CI 2.04-3.86).

Very low quality evidence from 11 RCTs (n=1953) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced pain between 1 year and 5 years
after surgery: RR 1.25 (95% CI 0.79-1.97).

Very low quality evidence from 2 RCTs (n=207) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced pain more than 5 years after
surgery: RR 1.11 (95% CI 0.54-2.27).

Low quality evidence from 22 RCTs (n=3829) showed a clinically important
difference favouring retropubic over transobturator synthetic mesh slings on the
number of women with SUI who experienced mesh extrusion within 1 year of
surgery: RR 1.66 (95% Cl 1.02-2.71).

Very low quality evidence from 12 RCTs (n=2279) showed a clinically important
difference favouring retropubic over transobturator synthetic mesh slings on the
number of women with SUI who experienced mesh extrusion between 1 year and
5 years after surgery: RR 2.17 (95% CI 1.14-4.14).

Low quality evidence from 16 RCTs (h=3039) showed a clinically important
difference favouring transobturator over retropubic synthetic mesh slings on the
number of women with SUI who experienced need for catheterisation within 1 year
of surgery: RR 0.61 (95% CI 0.46-0.81).

Very low quality evidence from 4 RCTs (n=822) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced a need for catheterisation between 1
year and 5 years after surgery: RR 0.67 (95% CI 0.19-2.35).

Very low quality evidence from 17 RCTs (n=3245) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced an infection within 1 year of surgery:
RR 1.06 (95% CI 0.76-1.48).

Very low quality evidence from 7 RCTs (n=1838) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced an infection between 1 year and 5
years after surgery: RR 0.76 (95% CI 0.54-1.06).

Very low quality evidence from 2 RCTs (n=268) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced an infection more than 5 years after
surgery: RR 0.59 (95% CI 0.2-1.76).
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Very low quality evidence from 8 RCTs (n=1164) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced de novo urgency within 1 year of
surgery: RR 0.83 (95% CI 0.53-1.29).

Very low quality evidence from 7 RCTs (n=761) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced de novo urgency between 1 year
and 5 years after surgery: RR 0.84 (95% CI 0.49-1.46).

Very low quality evidence from 5 RCTs (n=1243) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced de novo urge incontinence within 1
year of surgery: RR 1.34 (95% CI 0.84-2.13).

Very low quality evidence from 4 RCTs (n=987) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced de novo urge incontinence between
1 year and 5 years after surgery: RR 1.02 (95% CI 0.38-2.75).

Very low quality evidence from 1 RCT (n=88) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced de novo nocturia within 1 year of
surgery: RR 0.3 (95% CI 0.03-2.81).

Very low quality evidence from 1 RCT (n=71) showed a clinically important
difference favouring retropubic over transobturator synthetic mesh slings on the
number of women with SUI who experienced de novo nocturia between 1 year
and 5 years after surgery: RR 2.6 (95% CI 1.16-5.83).

Very low quality evidence from 1 RCT (n=87) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced occurrence of POP more than 5
years after surgery: RR 0.28 (95% CI 0.01-6.80).

Very low quality evidence from 4 RCTs (n=443) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experienced wound complications within 1 year of
surgery: RR 0.8 (95% CI 0.18-3.56).

Very low quality evidence from 2 RCTs (n=248) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who experience wound complications between 1 year
and 5 years after surgery: RR 0.32 (95% CI 0.01-7.84).

Change in continence status

For composite cure outcome within approximately 1 year of surgery — NMA outcome,
see clinical evidence profile for NMA outcomes.

Low quality evidence from 15 RCTs (n=2638) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are subjectively cured within 1 year of surgery:
RR 0.96 (95% CI 0.99-1.01), random effects analysis.

Low quality evidence from 6 RCTs (n=1340) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are subjectively cured within 1 year of SUI
surgery and who did not have have concomitant POP surgery: RR 0.97 (95% CI
0.9-1.05).
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¢ Low quality evidence from 6 RCTs (n=1227) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are subjectively cured between 1 year and 5
years after surgery: RR 1.05 (95% CI 0.96-1.15).

e Low quality evidence from 4 RCTs (n=1002) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are subjectively cured between 1 year and 5
years after SUI surgery and who did not have concomitant POP surgery: RR 1.06
(95% CI 0.96-1.18).

e Very low quality evidence from 2 RCTs (n=288) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are subjectively cured more than 5 years after
surgery: RR 0.92 (95% CI 0.74-1.13).

¢ Low quality evidence from 15 RCTs (n=2176) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are objectively cured within 1 year of surgery: RR
0.95 (95% CI 0.91-0.99).

e Low quality evidence from 3 RCTs (n=323) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are objectively cured within 1 year of SUI surgery
and who did not have concomitant POP surgery: RR 1.07 (95% CI 0.96-1.19).

e Low quality evidence from 10 RCTs (n=2057) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are objectively cured between 1 year and 5 years
after surgery: RR 1.02 (95% CI 0.97-1.08).

o Very low quality evidence from 1 RCT (n=199) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are objectively cured between 1 year and 5 years
after SUI surgery and who did not have concomitant POP surgery: RR 1.14 (95%
Cl 0.89-1.45).

¢ Very low quality evidence from 1 RCT (n=61) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with pure SUI who are objectively cured between 1 year and 5
years after SUI surgery: RR 1.36 (95% CI 0.89-2.08).

e Very low quality evidence from 1 RCT (n=84) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with mixed Ul who are objectively cured between 1 year and 5
years after SUI surgery: RR 0.99 (95% ClI 0.82-1.2).

¢ Very low quality evidence from 2 RCTs (n=288) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who are objectively cured more than 5 years after
surgery: RR 0.88 (95% CI 0.74-1.05).

e Low quality evidence from 9 RCTs (n=2292) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who had a negative cough stress test within 1 year of
surgery: RR 0.99 (95% CI 0.95-1.03).

¢ Very low quality evidence from 4 RCTs (n=1151) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who had a negative cough stress test within 1 year of
SUI surgery and who did not have concomitant POP surgery: RR 0.99 (95% CI
0.93-1.05).
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Low quality evidence from 5 RCTs (h=1352) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who had a negative cough stress test between 1 year
and 5 years after surgery: RR 0.97 (95% CI 0.89-1.06).

Very low quality evidence from 2 RCTs (n=703) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who had a negative cough stress test between 1 year
and 5 years after surgery and who did not have concomitant POP surgery: RR
1.01 (95% CI 0.88-1.16).

Low quality evidence from 1 RCT (n=36) showed no clinically important difference
between transobturator and retropubic synthetic mesh slings in women with SUI
on the number of incontinence episodes experienced per day between 1 year and
5 years after surgery: MD -0.3 (95% CI -1.25 to +0.65).

Patient satisfaction/patient-reported improvement

For composite outcome of patient satisfaction/patient-reported improvement within
approximately 1 year of surgery — NMA outcome, see clinical evidence profile for
NMA outcomes.

Low quality evidence from 13 RCTs (n=2771) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who show an improvement in continence status
between 1 year and 5 years after surgery: RR 1.03 (95% CI 0.98-1.07).

Low quality evidence from 2 RCTs (n=249) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who show an improvement in continence status
between 1 year and 5 years after SUI surgery and who did not have concomitant
POP surgery: RR 0.98 (95% CI 0.85-1.13).

Very low quality evidence from 1 RCT (n=84) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with pure SUI who show an improvement in continence status
between 1 year and 5 years after surgery: RR 0.92 (95% CI 0.81-1.05).

Very low quality evidence from 1 RCT (n=61) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with mixed SUI who show an improvement in continence status
between 1 year and 5 years after surgery: RR 1.16 (95% CI 0.95-1.41).

Low quality evidence from 1 RCT (n=140) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who show an improvement in continence status more
than 5 years after surgery: RR 0.94 (95% CI 0.86-1.03).

Repeat surgery

Low quality evidence from 5 RCTs (n=1114) showed a clinically important
difference favouring retropubic over transobturator synthetic mesh slings on the
number of women with SUI who have repeat surgery for SUI within 1 year of
surgery: RR 8.98 (95% CI 1.53-52.59).

Very low quality evidence from 6 RCTs (n=1022) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women who have repeat surgery for SUI between 1 year and 5 years
after surgery: RR 1.53 (95% CI 0.62-3.75).
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Very low quality evidence from 1 RCT (n=87) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women who have repeat surgery for SUlI more than 5 years after
surgery: RR 7.69 (95% Cl 0.43-138.58).

Very low quality evidence from 1 RCT (n=554) showed no women with SUI who
received either a transobturator or a retropubic synthetic mesh sling had repeat
surgery for POP within 1 year of surgery: RR 1.0 (95% CI 0.99-1.01), non-event.

Very low quality evidence from 1 RCT (n=87) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women who have repeat surgery for POP more than 5 years after
surgery: RR 1.7 (95% CI 0.16-18.08).

Very low quality evidence from 13 RCTs (n=2447) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women with SUI who have repeat surgery for mesh complications
within 1 year of surgery: RR 1.11 (95% CI 0.72-1.72).

Very low quality evidence from 8 RCTs (n=1688) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women who have repeat surgery for SUI between 1 year and 5 years
after surgery: RR 1.21 (95% CI 0.61-2.38).

Very low quality evidence from 1 RCT (n=87) showed no clinically important
difference between transobturator and retropubic synthetic mesh slings on the
number of women who have repeat surgery for SUI more than 5 years after
surgery: RR 2.98 (95% CI 0.66-13.54).

24 Single-incision mini-sling versus other synthetic mesh sling

25

26
27
28
29

30
31
32
33

34
35
36
37
38

39
40
41
42
43

44
45
46
47
48

Continence-specific health-related quality of life

Low quality evidence from 1 RCT (n=260) showed no clinically important
difference between TVT-Secur single-incision mini-sling and TVT on Incontinence
Severity Index (ISI) total score in women with SUI within 1 year of surgery: MD
+0.7 (+0.14 to +1.26).

Low quality evidence from 1 RCT (n=197) showed a clinically important difference
favouring TVT-O compared to TVT-Secur single-incision mini-sling on the Urinary
Incontinence Quality of Life Scale (I-QoL) in women with SUI within 2 years of
surgery: MD -6.24 (-10.93 to -1.55).

Low quality evidence from 1 RCT (n=120) showed no clinically important
difference between TVT-Secur single-incision mini-sling and TVT-O on the
number of women with SUI who show an improvement of 20 points or more on the
Urinary Incontinence Quality of Life Scale (I-QoL) within 5 years of surgery: RR
0.86 (0.71-1.05).

Very low quality evidence from 2 RCTs (n=206) showed no clinically important
difference between any single-incision mini-sling and any synthetic transoburator
sling on the International Consultation on Incontinence Modular Questionnaire-
Urinary Incontinence Scored Form (ICIQ-UI-SF) in women with SUI within 1 year
of surgery: MD +0.06 (95% CI -0.33 to +0.45).

o Low quality evidence from 1 RCT (n=164) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
International Consultation on Incontinence Modular Questionnaire-Urinary
Incontinence Scored Form (ICIQ-UI-SF) in women with SUI within 1 year of
surgery: MD +0.08 (95% CI -0.32 to +0.48).

81

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews
for surgical management of stress urinary incontinence DRAFT (October 2018)



O©oO~NOO OThhWNEF

DRAFT FOR CONSULTATION
Surgical and conservative management of stress urinary incontinence

o Low quality evidence from 1 RCT (n=42) showed no clinically important
difference between single-incision mini-sling (brand not reported) and TVT-O
on the International Consultation on Incontinence Modular Questionnaire-
Urinary Incontinence Scored Form (ICIQ-UI-SF) in women with SUI within 1
year of surgery: MD -0.3 (95% CI -2.15 to +1.55).

Very low quality evidence from 2 RCTs (n=261) showed no clinically important
difference between any single-incision mini-sling and TOT on the International
Consultation on Incontinence Modular Questionnaire-Urinary Incontinence Scored
Form (ICIQ-UI-SF) in women with SUI between 1 year and 5 years after surgery:
SMD -0.11 (95% ClI -0.36 to +0.13).

o Very low quality evidence from 1 RCT (n=83) showed no clinically important
difference between MiniArc single-incison mini-sling and TOT on the
International Consultation on Incontinence Modular Questionnaire-Urinary
Incontinence Scored Form (ICIQ-UI-SF) in women with SUI between 1 year
and 5 years after surgery: SMD +0.2 (95% CI -0.23 to +0.63).

o Moderate quality evidence from 1 RCT (n=178) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
International Consultation on Incontinence Modular Questionnaire-Urinary
Incontinence Scored Form (ICIQ-UI-SF) in women with SUI between 1 year
and 5 years after surgery: SMD -0.26 (95% CI -0.55 to +0.04).

Moderate quality evidence from 1 RCT (n=132 to n=133) showed no clinically
important difference between TVT-Secur single-incision mini-sling in either the
H(ammock) position (MD +2.1 [95% CI +0.44 to +3.76]) or the the U position (MD
+1.8 [95% CI +0.33 to +3.27]) and TVT-O on the International Consultation on
Incontinence Modular Questionnaire-Urinary Incontinence Scored Form (ICIQ-UlI-
SF) in women with SUI between 1 year and 5 years after surgery.

Low to very low quality evidence from 1 RCT (n=75) showed no clinically
important difference between TVT-Secur single-incision mini-sling and TVT-O in
women with SUI on the King’'s Health Questionnaire (KHQ) subscales of general
health perceptions (MD -3.9 [95% CI -12.64 to +4.84]), incontinence impact (MD -
2.7 [95% CI -14.11 to +8.71]), role limitations (MD -7.0 [95% CI -20.44 to +6.44]),
physical limitations (MD -8.8 [95% CI —22.28 to +4.68]), social limitations (MD -3.9
[95% CI -13.72 to +5.92]), personal relationships (MD +10.4 [95% CI +1.06 to
+19.74]), emotions (MD +7.1 [95% CI -1.59 to +15.79]), sleep/energy (MD +2.9
[95% CI -6.62 to +12.42]), and severity (MD -7.9 [95% CI -20.08 to +4.28]) at 1
year after surgery.

Low quality evidence from 1 RCT (n=115) showed no clinically important
difference between TVT-Secur single-incision mini-sling and TVT-O in women with
SUI on the King’s Health Questionnaire (KHQ) subscales of general health
perceptions (MD -0.59 [95% CI -6.98 to +5.8]), incontinence impact (MD +1.04
[95% CI -5.47 to +7.55]), role limitations (MD +0.15 [95% CI -5.33 to +5.63]),
physical limitations (MD +0.5 [95% CI -3.67 to +4.67]), social limitations (MD -0.39
[95% CI -2.0 to +1.22]), personal relationships (MD -+0.42 [95% CI -1.03 to
+0.19]), emotions (MD -0.42 [95% CI -5.99 to +5.15]), sleep/energy (MD -2.78
[95% CI -6.81 to +1.25]), and severity (MD +0.21 [95% CI -5.21 to +5.66]) at 2
years after surgery.

Very low quality evidence from 1 RCT (n=61) showed no clinically important
difference between MiniArc single-incision mini-sling and TVT in women with SUI
on change scores of the King’s Health Questionnaire (KHQ) subscales of role
limitations (MD +33.19 [95% CI -96.59 to +162.97]), physical limitations (MD +40.5
[95% CI -21.68 to +102.68]), social limitations (MD +6.8 [95% CI -24.56 to
+38.16]), personal relationships (MD +25.8 [95% CI -28.99 to +80.59]), emotions
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(MD +7.1[95% CI -9.98 to +24.18]), sleep/energy (MD +3.5 [95% CI -2.17 to
+9.17]), and severity (MD +51 [95% CI 2.89 to +99.11]) at 3 years after surgery.

Moderate quality evidence from 1 RCT (n=81) showed no clinically important
difference between TVT-Secur single-incision mini-sling and TVT-O in women with
SUI on sexual function as assessed by the Prolapse/Incontinence Sexual
Questionnaire (PISQ-12) at 1 year (MD 0.0 [95% CI -1.94 to +1.94]) and 2 years
(MD +0.2 [95% CI -1.84 to +2.24]) after surgery.

Adverse events
e Very low quality evidence from 5 RCTs (n=773) showed no clinically important

difference between any single-incision mini-sling and any other synthetic
transobturator sling on the number of women with SUI who experienced severe
bleeding during surgery that requires a blood transfusion: RR 2.94 (95% CI 0.31-
28.01).

o Low quality evidence from 1 RCT (n=98) showed no women who received
either MiniArc single-incision mini-sling or TOT experienced severe bleeding
during surgery requiring a blood transfusion: RR 1.0 (95% CI 0.96-1.04), non
event.

o Very low guality evidence from 4 RCTs (n=675) showed no clinically important
difference between single-incision mini-sling and any other synthetic
transobturator sling on the number of women with SUI who experienced severe
bleeding during surgery that requires a blood transfusion: RR 2.94 (95% CI
0.31-28.01).

Low quality evidence from 13 RCTs (n=1718) showed no clinically important
difference between any single-incision mini-sling and any other synthetic
transobturator sling on the number of women with SUI who suffered a
perioperative bladder injury: RR 0.56 (95% CI 0.27-1.19).

o Very low quality evidence from 2 RCTs (n=169) showed no clinically important
difference between MiniArc single-incision mini-sling and any other synthetic
mesh sling on the number of women with SUI who suffered a perioperative
bladder injury: RR 0.33 (95% CI 0.01-7.99).

o Low quality evidence from 2 RCTs (n=366) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who suffered a perioperative bladder injury: RR
1.04 (95% CI1 0.15-7.15)

o Very low quality evidence from 1 RCT (n=210) showed no clinically important
difference between Needleless or Endopelvic Free Anchorage single-incision
mini-sling and TOT on the number of women with SUI who suffered a
perioperative bladder injury: RR 0.5 (95% CI 0.03-7.88).

o Very low quality evidence from 7 RCTs (n=925) showed no clinically important
difference between TVT-Secur single-incision mini-sling and any other
synthetic mesh sling on the number of women with SUI who suffered a
perioperative bladder injury: RR 0.53 (95% CI 0.21-1.29).

o Low quality evidence from 1 RCT (n=48) showed no women who received
either single-incision mini-sling (brand not reported) or TVT-O suffered a
perioperative bladder injury: RR 1.0 (95% CI 0.92-1.08).

Very low quality evidence from 3 RCTs (n=490) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who suffered a perioperative bowel injury:
RR 0.47 (95% CI 0.04-5.09).
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o High quality evidence from 1 RCT (n=179) showed no women who receivied
either Needleless single-incision mini-sling or TOT suffered a perioperative
bowel injury: RR 1.0 (95% CI 0.98-1.02), non-event.

o Very low quality evidence from 1 RCT (n=263) showed no clinically important
difference between single-incision mini-sling and any other synthetic mesh sling
on the number of women with SUI who suffered a perioperative bowel injury:
RR 0.47 (95% CI 0.04-5.09).

o Low quality evidence from 1 RCT (n=48) showed no women who received
either single-incison mini-sling (brand not reported) or TVT-O suffered a
perioperative bowel injury RR 1.0 (95% CI 0.92-1.08), non-event.

Complications

Low quality evidence from 12 RCTs (n=1426) showed a clinically important
difference favouring any single-incision mini-sling over any other synthetic mesh
sling on the number of women with SUI who experienced pain within 1 year of
surgery: RR 0.4 (95% CI 0.26-0.62).

o Very low quality evidence from 2 RCTs (n=342) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who experience pain within 1 year of surgery: RR
0.44 (95% CI 0.02-9.55), random effects analysis.

o Low quality evidence from 9 RCTs (n=994) showed a clinically important
difference favouring TVT-Secur single-incision mini-sling over any other
synthetic mesh sling on the number of women with SUI who experience pain
within 1 year of surgery: RR 0.43 (95% CI 0.27-0.69).

o Very low quality evidence from 1 RCT (n=90) showed no clinically important
difference between MiniArc or TVT-Secur single-incision mini-sling and TOT on
the number of women with SUI who experience pain within 1 year of surgery:
RR 0.25 (95% CI 0.02-2.65).

Very low quality evidence from 5 RCTs (n=706) showed a clinically important
difference favouring any single-incision mini-sling compared to any other synthetic
mesh sling on the number of women with SUI who experienced pain between 1
and 5 years after surgery: RR 0.33 (95% CI 0.13-0.84).

o Very low quality evidence from 2 RCTs (n=276) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the number of
women with SUI who experienced pain between 1 and 5 years after surgery:
RR 0.56 (95% CI 0.06-5.68), random effects analysis.

o Low quality evidence from 1 RCT (n=178) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who experienced pain between 1 and 5 years after
surgery: RR 0.2 (95% CI 0.01-4.11).

o Very low quality evidence from 2 RCTs (n=252) showed no clinically important
difference between TVT-Secur single-incision mini-sling and other synthetic
transobturator sling on the number of women with SUI who experienced pain
between 1 and 5 years after surgery: RR 0.28 (95% CI 0.01-6.83).

Very low quality evidence from 15 RCTs (n=1890) showed a clinically important
difference favouring any other synthetic mesh sling over any single-incision mini-
sling on the number of women with SUI who experienced mesh extrusion within 1
year of surgery: RR 1.82 (95% CI 1.05-3.13).

o Very low quality evidence from 2 RCTs (n=263) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the number of
women with SUI who experienced mesh extrusion within 1 year of surgery: RR
2.19 (95% CI 0.32-14.83).
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1 o Very low quality evidence from 3 RCTs (n=482) showed no clinically important

2 difference between Needleless single-incision mini-sling and TOT on the

3 number of women with SUI who experienced mesh extrusion within 1 year of

4 surgery: RR 1.0 (95% CI 0.3-3.33).

5 o Low quality evidence from 9 RCTs (n=1097) showed a clinically important

6 difference favouring other any other synthetic mesh sling over TVT-Secur on

7 the number of women with SUI who experienced mesh extrusion within 1 year

8 of surgery: RR 2.54 (95% CI 1.25-5.14).

9 o Very low quality evidence from 1 RCTs (n=48) showed no clinically important
10 difference between single-incision mini-sling (brand not reported) and TVT-O
11 on the number of women with SUI who experienced mesh extrusion within 1
12 year of surgery: RR 0.2 (95% CI 0.01-3.96).

13 ¢ Very low quality evidence from 5 RCTs (n=725) showed no clinically important
14 difference between any single-incision mini-sling and any synthetic transobturator
15 sling on the number of women with SUI who experience mesh extrusion between
16 1 year and 5 years after surgery: RR 0.98 (95% CI 0.36-2.8), random effects

17 analysis.

18 o Very low quality evidence from 2 RCTs (n=276) showed there may be a

19 clinically important difference favouring MiniArc single-incision mini-sling and
20 TOT on the number of women with SUI who experience mesh extrusion

21 between 1 year and 5 years after surgery, although there is some uncertainty:
22 RR 0.25 (95% CI 0.05-1.16).

23 o Very low guality evidence from 3 RCTs (n=449) showed no clinically important
24 difference between TVT-Secur single-incision mini-sling and any other

25 synthetic transobturator slings on the number of women with SUI who

26 experienced mesh extrusion between 1 year and 5 years after surgery: RR

27 2.21 (95% CI1 0.78-6.25)

28 ¢ Moderate quality evidence from 1 RCT (n=263) showed no women with SUI who
29 received either TVT-Secur single-incision mini-sling or TVT experienced fistula
30 within 1 year of surgery: RR 1.0 (95% CI 0.99-1.01), non-event.

31 ¢ Very low quality evidence from 9 RCTs (n=908) showed no clinically important
32 difference between any single-incision mini-sling and any other synthetic mesh
33 sling on the number of women with SUI who experienced a need for

34 catheterisation within 1 year of surgery: RR 0.91 (95% CI 0.45-1.84).

35 o Very low quality evidence from 1 RCT (n=70) showed no clinically important
36 difference between MiniArc single-incision mini-sling and TVT on the number of
37 women with SUI who experienced a need for catheterisation within 1 year of
38 surgery: RR 0.89 (95% CI 0.13-5.98).

39 o Low quality evidence from 1 RCT (n=178) showed no clinically important

40 difference between Needleless single-incision mini-sling and TVT on the

41 number of women with SUI who experienced a need for catheterisation within 1
42 year of surgery: RR 1.0 (95% CI 0.06-15.74).

43 o Very low quality evidence from 6 RCTs (n=612) showed no clinically important
44 difference between TVT-Secur single-incision mini-sling and any other

45 synthetic mesh sling on the number of women with SUI who experienced a

46 need for catheterisation within 1 year of surgery: RR 0.82 (95% CI 0.36-1.87).
47 o Very low quality evidence from 1 RCT (n=48) showed no clinically important
48 difference between single-incision mini-sling (brand not reported) and TVT-O
49 on the number of women with SUI who experienced a need for catheterisation
50 within 1 year of surgery: RR 3.0 (95% CI 0.13-70.16).
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o Very low quality evidence from 9 RCTs (n=1197) showed no clinically important
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difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who experienced an infection within 1
year of surgery: RR 1.11 (95% CI 0.74-1.67).

o Very low quality evidence from 1 RCT (n=193) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the number of
women with SUI who experienced an infection within 1 year of surgery: RR
0.69 (95% CI 0.31-1.53).

o Low quality evidence from 2 RCTs (n=342) showed no women with SUI who
received either Needleless single-incision mini-sling or TOT experienced an
infection within 1 year of surgery: RR 1.0 (95% CI 0.98-1.02), non-event.

o Very low quality evidence from 5 RCTs (n=572) showed no clinically important
difference between TVT-Secur single-incision mini-sling and any other
synthetic mesh sling on the number of women with SUI who experienced an
infection within 1 year of surgery: RR 1.31 (95% CI 0.81-2.12).

o Very low quality evidence from 1 RCT (n=90) showed no clinically important
difference between MiniArc or TVT-Secur single-incision mini-sling and TVT-O
on the number of women with SUI who experienced an infection within 1 year
of surgery: RR 2.54 (95% CI 0.13-51.31).

Very low quality evidence from 5 RCTs (n=783) showed no clinically important
difference between any single-incision mini-sling and any other synthetic
transobturator sling on the number of women with SUI who experienced an
infection between 1 year and 5 years after surgery: RR 1.12 (95% CI 0.65-1.91).

o Very low quality evidence from 1 RCT (n=193) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the number of
women with SUI who experienced an infection between 1 year and 5 years
after surgery: RR 1.48 (95% CI 0.70-3.14).

o Very low quality evidence from 1 RCT (n=187) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who experienced an infection between 1 year and 5
years after surgery: RR 2.2 (95% CI 0.20-23.87).

o Very low quality evidence from 3 RCTs (n=403) showed no clinically important
difference between TVT-Secur single-incision mini-sling and any other
synthetic transobturator sling on the number of women with SUI who
experienced an infection between 1 year and 5 years after surgery: RR 0.67
(95% CI 0.29-1.59).

Very low quality evidence from 7 RCTs (n=727) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who experienced de novo urgency within
1 year of surgery: RR 0.85 (95% CI 0.49-1.48).

o High quality evidence from 1 RCT (n=178) showed no women who received
either Needleless single-incision mini-sling or TOT experienced de novo
urgency within 1 year of surgery: RR 1.0 (95% CI 0.98-1.02), non-event.

o Very low quality evidence from 5 RCTs (n=459) showed no clinically important
difference between TVT-Secur single-incision mini-sling and any other
synthetic mesh sling on the number of women with SUI who experienced de
novo urgency within 1 year of surgery: RR 0.95 (95% CI 0.5-1.81).

o Very low quality evidence from 1 RCT (n=90) showed no clinically important
difference between MiniArc or TVT-Secur single-incision mini-sling and TVT-O
on the number of women with SUI who experienced de novo urgency within 1
year of surgery: RR 0.6 (95% CI 0.2-1.81).

86

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews
for surgical management of stress urinary incontinence DRAFT (October 2018)



O~NOOT hWN -

DRAFT FOR CONSULTATION
Surgical and conservative management of stress urinary incontinence

¢ Very low quality evidence from 5 RCTs (n=719) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who experienced de novo urgency
between 1 year and 5 years after surgery: RR 0.73 (95% CI 0.45-1.19).

o Very low quality evidence from 1 RCT (n=83) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the number of
women with SUI who experienced de novo urgency between 1 year and 5
years after surgery: RR 0.68 (95% CI 0.12-3.88).

o Very low quality evidence from 1 RCT (n=187) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who experienced de novo urgency between 1 year
and 5 years after surgery: RR 0.83 (95% CI 0.37-1.87).

o Very low guality evidence from 3 RCTs (n=449) showed no clinically important
difference between TVT-Secur single-incision mini-sling and other synthetic
transobturator sling on the number of women with SUI who experienced de
novo urgency between 1 year and 5 years after surgery: RR 0.84 (95% CI 0.23-
3.02), random effects analysis.

¢ Very low quality evidence from 2 RCTs (n=258) showed no clinically important
difference between any single-incision mini-sling and any other synthetic
transobturator sling on the number of women with SUI who experienced de novo
urge incontinence within 1 year of surgery: RR 1.74 (95% CI 0.63-4.83).

o Very low quality evidence from 1 RCT (n=210) showed no clinically important
difference between Needleless or Endopelvic Free Anchorage single-incision
mini-sling and TOT on the number of women with SUI who experienced de
novo urge incontinence within 1 year of surgery: RR 1.63 (95% CI 0.55-4.8).

o Very low quality evidence from 1 RCT (n=48) showed no clinically important
difference between single-incision mini-sling (brand not reported) and TVT-O
on the number of women with SUI who experienced de novo urge incontinence
within 1 year of surgery: RR 3.0 (95% CI 0.13-70.16).

¢ Very low quality evidence from 1 RCT (n=197) showed no clinically important
difference between TVT-Secur single-incision mini-slings and other synthetic
transobturator slings on the number of women with SUI who experience de novo
urge incontinence between 1 year and 5 years after surgery: RR 1.02 (95% CI
0.59-1.77).

¢ Very low quality evidence from 1 RCT (n=84) showed no clinically important
difference between TVT-Secur single-incision mini-slings and other synthetic
transobturator slings on the number of women with SUI who experience
occurrence of POP between 1 year and 5 years after surgery: RR 0.4 (95% CI
0.02-9.59).

Change in continence status

For composite cure outcome within approximately 1 year of surgery — NMA outcome,
see clinical evidence profile for NMA outcomes.

e Moderate quality evidence from 12 RCTs (n=1679) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who are subjectively cured within 1 year of
surgery: RR 0.9 (95% CI 0.86-0.95).

o Very low quality evidence from 3 RCTs (n=499) showed no clinically important
difference between MiniArc single-incision mini-slings and any other synthetic
mesh sling on the number of women with SUI who are subjectively cured within
1 year of surgery: RR 0.84 (95% CI 0.67-1.07), random effects analysis.
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— Low quality evidence from 1 RCT (n=71) showed a clinically important
difference favouring TVT over MiniArc single-incision mini-sling on the
number of women with SUI who are subjectively cured within 1 year of
surgery: RR 0.6 (95% CI 0.45-0.67).

— Low quality evidence from 2 RCTs (n=428) showed no clinically important
difference between MiniArc single-incision mini-slings and TOT on the
number of women with SUI who are subjectively cured within 1 year of
surgery: RR 0.96 (95% CI 0.87-1.06).

o High quality evidence from 1 RCT (n=179) showed no clinically important
difference between Needleless single-incision mini-slings and TOT on the
number of women with SUI who are subjectively cured within 1 year of surgery:
RR 1.0 (95% CI 0.91-1.1).

o Very low quality evidence from 7 RCTs (n=953) showed no clinically important
difference between TVT-Secur single-incision mini-slings and any other
synthetic synthetic mesh sling on the number of women with SUI who are
subjectively cured within 1 year of surgery: RR 0.9 (95% CI 0.79-1.03), random
effects analysis.

o Very low quality evidence from 1 RCT (n=48) showed no clinically important
difference between single incision mini-sling (brand not reported) and TVT-O
on the number of women with SUI who are subjectively cured within 1 year of
surgery: RR 1.06 (95% CI 0.77-1.44).

Very low quality evidence from 4 RCTs (n=626) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who are subjectively cured within 1 year of
surgery and who did not have concomitant POP surgery: RR 0.87 (95% CI 0.69-
1.09), random effects analysis.

o Moderate quality evidence from 1 RCT (n=119) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the number of
women with SUI who are subjectively cured within 1 year of surgery and who
did not have concomitant POP surgery: RR 1.07 (95% CI 0.94-1.22).

o High quality evidence from 1 RCT (n=179) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who are subjectively cured within 1 year of surgery
and who did not have concomitant POP surgery: RR 1.0 (95% CI 0.91-1.1).

o Low quality evidence from 2 RCTs (n=328) showed a clinically important
difference favouring any other synthetic mesh sling over TVT-Secur single-
incision mini-sling on the number of women with SUI who are subjectively
cured within 1 year of surgery and who did not have concomitant POP surgery:
RR 0.71 (95% CI 0.6-0.84)

Very low quality evidence from 8 RCTs (n=1201) showed no clinically important
difference between any single-incision mini-sling and any other synthetic
transobturator slings on the number of women with SUI who are subjectively cured
between 1 year and 5 years after surgery: RR 0.88 (95% CI 0.79-0.98), random
effects analysis.

o Very low quality evidence from 3 RCTs (n=362) showed there may be a
clinically important difference favouring any other synthetic mesh sling over
MiniArc single-incision mini-slings on the number of women with SUI who are
subjectively cured between 1 year and 5 years after surgery, although there is
some uncertainty: RR 0.76 (95% CI 0.56-1.05), random effects analysis.

— Low quality evidence from 1 RCT (n=71) showed a clinically important
difference favouring TVT over MiniArc single-incision mini-sling on the
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O

number of women with SUI who are subjectively cured between 1 year and
5 years after surgery: RR 0.52 (95% CI 0.37-0.74).

— Very low quality evidence from 2 RCTs (n=291) showed no clinically
important difference between MiniArc single-incision mini-slings and TOT on
the number of women with SUI who are subjectively cured between 1 year
and 5 years after surgery: RR 0.9 (95% CI 0.77-1.07).

Low quality evidence from 2 RCTs (n=366) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who are subjectively cured between 1 year and 5
years after surgery: RR 0.97 (95% CI 0.9-1.06).

Very low quality evidence from 3 RCTs (n=473) showed no clinically important
difference between TVT-Secur single-incision mini-sling and any other
synthetic mesh sling on the number of women with SUI who are subjectively
cured between 1 year and 5 years after surgery: RR 0.86 (95% CI 0.77-0.95).

Moderate quality evidence from 10 RCTs (n=1293) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who are objectively cured within 1 year of
surgery: RR 0.93 (95% CI 0.86-1.01), random effects analysis.

O

Low quality evidence from 4 RCTs (n=549) showed no clinically important
difference between MiniArc single-incision mini-sling and any other synthetic
mesh sling on the number of women with SUI who are objectively cured within
1 year of surgery: RR 0.93 (95% CI 0.84-1.03).

High quality evidence from 1 RCT (n=179) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who are objectively cured within 1 year of surgery:
RR 1.07 (95% CI 0.96-1.19).

Very low quality evidence from 4 RCTs (n=475) showed no clinically important
difference between TVT-Secur single-incision mini-sling and any other
synthetic mesh sling on the number of women with SUI who are objectively
cured within 1 year of surgery: RR 0.88 (95% CI 0.79-0.97).

Very low quality evidence from 1 RCT (n=90) showed no clinically important
difference between MiniArc or TVT-Secur single-incision mini-sling and TVT-O
on the number of women with SUI who are objectively cured within 1 year of
surgery: RR 0.92 (95% CI 0.74-1.14),

Moderate quality evidence from 4 RCTs (n=648) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who are objectively cured between 1 year
and 5 years after surgery: RR 0.95 (95% CI 0.83-1.09), random effects analysis.

O

Low quality evidence from 1 RCT (n=193) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the number of
women with SUI who are objectively cured between 1 year and 5 years after
surgery: RR 1.0 (95% CI 0.83-1.21).

High quality evidence from 1 RCT (n=179) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who are objectively cured between 1 year and 5
years after surgery: RR 1.04 (95% CI 0.93-1.17).

Very low quality evidence from 2 RCTs (n=276) showed no clinically important
difference between TVT-Secur single-incision mini-sling and TVT-O on the
number of women with SUI who are objectively cured between 1 year and 5
years after surgery: RR 0.82 (95% CI 0.6-1.11), random effects analysis.
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difference between any single-incision mini-sling and other synthetic mesh sling
on the number of women with SUI who had a negative cough stress test within 1
year of surgery: RR 0.83 (95% CI 0.73-0.95), random effects analysis.

o Low quality evidence from 1 RCT (n=235) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the number of
women with SUI who had a negative cough stress test within 1 year of surgery:
RR 0.97 (95% CI 0.83-1.14).

o Low quality evidence from 1 RCT (n=210) showed no clinically important
difference between Needleless or Endopelvic Free Anchorage single-incision
mini-sling and TOT on the number of women with SUI who had a negative
cough stress test within 1 year of surgery: RR 0.95 (95% CI 0.88-1.03).

o Very low quality evidence from 5 RCT (n=614) showed no clinically important
difference between TVT-Secur single-incision mini-sling and any other
synthetic mesh sling on the number of women with SUI who had a negative
cough stress test within 1 year of surgery: RR 0.75 (95% CI 0.68-0.84).

Very low quality evidence from 4 RCTs (n=518) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who had a negative cough stress test
within 1 year of surgery and who did not have concomitant POP surgery: RR 0.85
(95% CI 0.72-1.01), random effects analysis.

o Moderate low quality evidence from 1 RCT (n=96) showed no clinically
important difference between MiniArc single-incision mini-slings and TOT sling
on the number of women with SUI who had a negative cough stress test within
1 year of surgery and who did not have concomitant POP surgery: RR 0.99
(95% CI 0.88-1.1).

o Very low low quality evidence from 3 RCTs (n=422) showed no clinically
important difference between TVT-Secur and any other synthetic mesh sling on
the number of women with SUI who had a negative cough stress test within 1
year of surgery and who did not have concomitant POP surgery: RR 0.79 (95%
Cl1 0.7-0.89).

Low quality evidence from 4 RCTs (n=576) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who had a negative cough stress test
between 1 year and 5 years after surgery: RR 0.89 (95% CI 0.81-0.97).

o Very low quality evidence from 1 RCT (n=98) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the number of
women with SUI who had a negative cough stress test between 1 year and 5
years after surgery: RR 0.88 (95% CI 0.65-1.19).

o Low quality evidence from 1 RCT (n=187) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who had a negative cough stress test between 1
year and 5 years after surgery: RR 0.93 (95% CI 0.82-1.06).

o Very low quality evidence from 2 RCTs (n=291) showed no clinically important
difference between TVT-Secur single-incision mini-sling and any other
synthetic transobturator sling on the number of women with SUI who had a
negative cough stress test between 1 year and 5 years after surgery: RR 0.93
(95% CI 0.82-1.56), random effects analysis.

— Low quality evidence from 1 RCT (n=197) showed a clinically important
difference favouring TVT-O over TVT-Secur single-incision mini-sling on the
number of women with SUI who had a negative cough stress test between 1
year and 5 years after surgery: RR 0.74 (95% CI 0.65-0.85).
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— Low quality evidence from 1 RCT (n=94) showed no clinically important
difference between TVT-Secur single-incision mini-sling and TOT on the
number of women with SUI who had a negative cough stress test between 1
year and 5 years after surgery: RR 1.21 (95% CI 0.85-1.72).

e Very low quality evidence from 1 RCT (n=98) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT in women with SUI
on the number of incontinence episodes experienced per day between 1 year and
5 years after surgery: MD +0.56 (95% CI +0.01 to +1.11).

Patient satisfaction/patient-reported improvement

For composite outcome of patient satisfaction/patient-reported improvement within
approximately 1 year of surgery — NMA outcome, see clinical evidence profile for
NMA outcomes.

¢ Moderate quality evidence from 5 RCTs (n=825) showed no clinically important
difference between any single-incision mini-sling and any other synthetic
transobturator sling on the number of women with SUI who show an improvement
in continence status between 1 year and 5 years after surgery: RR 0.87 (95% CI
0.8-0.94).

o Very low quality evidence from 1 RCT (n=193) showed no clinically important
difference between MiniArc single-incision mini-sling and TOT on the nhumber of
women with SUI who show an improvement in continence status between 1
year and 5 years after surgery: RR 0.94 (95% CI 0.77-1.16).

o Low quality evidence from 1 RCT (n=187) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who show an improvement in continence status
between 1 year and 5 years after surgery: RR 0.85 (95% CI 0.73-0.99).

o Very low quality evidence from 3 RCTs (n=445) showed no clinically important
difference between TVT-Secur single-incision mini-sling and other synthetic
transobturator sling on the number of women with SUI who show an
improvement in continence status between 1 year and 5 years after surgery:
RR 0.85 (95% CI 0.77-0.95).

No evidence was identified to inform this outcome for the time period of more than 5
years after surgery.

Repeat surgery

¢ Very low quality evidence from 6 RCTs (n=661) showed there may be a clinically
important difference favouring any other synthetic mesh sling over any single-
incision mini-sling on the number of women with SUI who have repeat surgery for
SUl up to 5 years after initial SUI surgery, although there is some uncertainty: RR
2.64 (95% CI 0.98-7.08), random effects analysis.

o Low quality evidence from 4 RCTs (n=397) showed a clinically important
difference favouring any other synthetic mesh sling over MiniArc single-incision
mini-sling on the number of women with SUI who have repeat surgery for SUI
up to 5 years after initial SUI surgery: RR 3.05 (95% CI 1.43-6.5).

o Low quality evidence from 1 RCT (n=178) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who have repeat surgery for SUI up to 5 years after
initial SUI surgery: RR 0.67 (95% CI 0.11-3.89).

o Very low quality evidence from 1 RCT (n=86) showed a clinically important
difference favouring TVT-O over TVT-Secur single-incision mini-sling on the
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number of women with SUI who have repeat surgery for SUI up to 5 years after
initial SUI surgery: RR 17.79 (95% CI 1.06-298.88).

Very low quality evidence from 1 RCT (n=263) showed no clinically important
difference between TVT-Secur single-incision mini-sling and TVT on the number
of women with SUI who have repeat surgery for POP within 1 year of surgery: RR
0.62 (95% CI 0.11-3.67).

Moderate low quality evidence from 6 RCTs (n=940) showed a clinically important
difference favouring any other synthetic mesh sling over TVT-Secur single-incision
mini-sling on the number of women with SUI who have repeat surgery for POP
within 1 year of surgery: RR 2.26 (95% CI 1.36-3.77)

Very low quality evidence from 13 RCTs (n=1569) showed no clinically important
difference between any single-incision mini-sling and any other synthetic mesh
sling on the number of women with SUI who have repeat surgery for mesh
complications up to 5 years after initial SUI surgery: RR 1.0 (95% CI 0.54-1.84).

o Very low guality evidence from 4 RCTs (n=397) showed no clinically important
difference between MiniArc single-incision mini-sling and any other synthetic
mesh sling on the number of women with SUI who have repeat surgery for
mesh complications up to 5 years after initial SUI surgery: RR 0.6 (95% CI 0.2-
1.84).

o Low quality evidence from 1 RCT (n=178) showed no clinically important
difference between Needleless single-incision mini-sling and TOT on the
number of women with SUI who have repeat surgery for mesh complications up
to 5 years after initial SUI surgery: RR 1.0 (95% CI 0.06-15.74).

o Very low quality evidence from 7 RCTs (n=904) showed no clinically important
difference between TVT-Secur single-incision mini-slings and other synthetic
transobturator slings on the number of women with SUI who have repeat
surgery for mesh complications up to 5 years after initial SUI surgery: RR 1.83
(95% CI 0.75-4.45).

o Very low quality evidence from 1 RCT (n=90) showed no clinically important
difference between MiniArc or TVT-Secur single-incision mini-sling and TVT-O
on the number of women with SUI who have repeat surgery for mesh
complications up to 5 years after initial SUI surgery: RR 0.1 (95% CI 0.01-2.05).

Adjustable mesh sling versus other synthetic mesh sling

34 Continence-specific health-related quality of life
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Low quality evidence from 1 RCT (n=96) showed no clinically important difference
between adjustable sling and other types of synthetic mesh sling in women with
SUl on the Urinary Incontinence Quality of Life Scale (I-QoL) score between 1
year and 5 years after surgery: MD -3 (95% CI -7.81 to +1.81).

Very low quality evidence from 2 RCTs (n=505) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling in
women with SUI on the International Consultation on Incontinence Modular
Questionnaire-Urinary Incontinence Scored Form (ICIQ-UI-SF) change score
within 1 year of surgery: MD +0.02 (95% CI -1.9 to +1.93).

Low quality evidence from 2 RCTs (n=186) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling in
women with SUI on the International Consultation on Incontinence Modular
Questionnaire-Urinary Incontinence Scored Form (ICIQ-UI-SF) total score
between 1 year and 5 years after surgery: MD +0.03 (95% CI -0.69 to +0.74).

Low quality evidence from 1 RCTs (n=137) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling in
92
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women with SUI on the International Consultation on Incontinence Modular
Questionnaire -Urinary Incontinence Scored Form (ICIQ-UI-SF) change scores
between 1 year and 5 years after surgery: MD +1.22 (95% CI -0.52 to +2.96).

Low quality evidence from 1 RCT (n=133) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who improve by 10 or more points on the King’s
Health Questionnaire (KHQ) within 1 year of surgery: RR 0.88 (95% CI 0.78-1.0).

Low quality evidence from 1 RCT (n=100) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who improve by 18 or more points on the King’s
Health Questionnaire (KHQ) between 1 year and 5 years after surgery: RR 0.88
(95% CI 0.73-1.07).

Adverse events

Low quality evidence from 1 RCT (n=58) showed no women with SUI who
received either adjustable sling or another type of synthetic mesh sling
experienced severe bleeding requiring a blood transfusion during surgery: RR 1.0
(95% CI 0.94-1.07), non event.

Very low quality evidence from 7 RCTs (n=1192) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who experienced a perioperative bladder injury: RR
0.14 (95% CI 0.01-2.65).

Low quality evidence from 3 RCTs (n=563) showed no women with SUI who
received either adjustable sling or another type of synthetic mesh sling
experienced a perioperative bowel injury: RR 1.0 (95% CI 0.99-1.01), non-event.

Complications

Very low quality evidence from 4 RCTs (n=519) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who experienced pain within 1 year of surgery: RR
0.56 (95% CI 0.19-1.71), random effects analysis.

o Very low quality evidence from 2 RCTs (n=322) showed no clinically important
difference between Ajust single-incision mini-sling and other types of synthetic
mesh sling on the number of women with SUI who experienced pain within 1
year of surgery: RR 0.88 (95% CI 0.68-1.15).

o Low quality evidence from 2 RCTs (n=197) shows there is a clinically important
difference favouring other adjustable slings (Ophira and Tissue Fixation
System) over TOT on the number of women with SUI who experienced pain
within 1 year of surgery: RR 0.06 (95% CI 0.01-0.41).

Very low quality evidence from 2 RCTs (n=173) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who experienced pain between 1 year and 5 years
after surgery: RR 1.45 (95% CI 0.24-8.58).

Very low quality evidence from 1 RCT (n=77) showed no clinically important
difference between adjustable slings and any other type of synthetic mesh sling on
the number of women with SUI who experienced pain more than 5 years after
surgery: RR 0.32 (95% CI 0.01-7.74).

Very low quality evidence from 5 RCTs (n=865) showed no clinically important
difference between adjustable sling and any other type of synthetic mesh sling on
the number of women with SUI who experienced mesh extrusion within 1 year of
surgery: RR 0.9 (95% CI 0.39-2.06).
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Low quality evidence from 3 RCTs (n=266) showed no women with SUI who
received either adjustable sling or another type of synthetic mesh sling
experienced mesh extrusion between 1 and 5 years after surgery: RR 1.0 (95% CI
0.97-1.03), non-event.

Very low quality evidence from 1 RCT (n=72) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who experienced mesh extrusion more than 5 years
after surgery: RR 0.33 (95% CI 0.01-7.92).

Low quality evidence from 4 RCTs (n=729) showed a clinically important
difference favouring adjustable sling compared to other types of synthetic mesh
sling on the number of women with SUI who experience a need for catheterisation
within 1 year of surgery: RR 0.48 (95% CI 0.25-0.91).

Very low quality evidence from 3 RCTs (n=547) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who experienced an infection within 1 year of surgery:
RR 1.23 (95% CI 0.83-1.82).

Very low quality evidence from 1 RCT (n=120) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who experienced de novo urgency within 1 year of
surgery: RR 0.88 (95% CI 0.23-3.34).

Very low quality evidence from 2 RCTs (n=330) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who experienced de novo urge incontinence within 1
year of surgery: RR 0.85 (95% CI 0.32-2.26).

Very low quality evidence from 1 RCTs (n=96) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who experienced de novo urge incontinence between
1 year and 5 years after surgery: RR 1.2 (95% CI 0.34-4.19).

Change in continence status

Low quality evidence from 2 RCTs (n=445) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who are subjectively cured within 1 year of surgery:
RR 0.95 (95% CI 0.81-1.12).

Low quality evidence from 2 RCTs (n=173) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who are subjectively cured between 1 year and 5
years after surgery: RR 0.96 (95% CI 0.83-1.11).

Very low quality evidence from 1 RCT (n=72) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who are subjectively cured more than 5 years after
surgery: RR 0.5 (95% CI 0.05-5.27).

Low quality evidence from 3 RCTs (n=284) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who are objectively cured within 1 year of surgery: RR
0.92 (95% CI 0.8-1.05).

Very low quality evidence from 1 RCT (n=77) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who are objectively cured between 1 year and 5 years
after surgery: RR 1.07 (95% CI 0.9-1.27).
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¢ Very low quality evidence from 1 RCT (n=72) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who are objectively cured more than 5 years after
surgery: RR 1.11 (95% Cl 0.88-1.41).

e Low quality evidence from 4 RCTs (n=941) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who had a negative cough stress test within 1 year of
surgery: RR 0.98 (95% CI 0.94-1.02).

e Low quality evidence from 3 RCTs (n=326) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who had a negative cough stress test between 1 year
and 5 years of surgery: RR 1.06 (95% CI 0.96-1.17).

¢ Very low quality evidence from 1 RCT (n=305) showed no clinically important
difference between adjustable slings and other types of synthetic mesh sling on
the number of women with SUI who do not experience any daily incontinence
episodes within 1 year of surgery: RR 1.07 (95% CI 0.84-1.36).

Patient satisfaction/patient-reported improvement

e Low quality evidence from 1 RCT (n=137) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women who show an improvement in continence status between 1 year
and 5 years after surgery: RR 1.08 (95% CI 0.92-1.27).

No evidence was identified to inform this outcome for the time period of more than 5
years after surgery.

Repeat surgery

e Very low quality evidence from 1 RCT (n=144) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who have repeat surgery for any reasons within 1 year
of surgery: RR 1.1 (95% CI 0.10-11.8).

o Very low quality evidence from 2 RCTs (n=233) showed no clinically important
difference between adjustable sling and other types of synthetic mesh sling on the
number of women with SUI who have repeat surgery for any reasons between 1
year and 5 years after surgery: RR 1.2 (95% CI 0.36-4.03).

e Low quality evidence from 1 RCT (n=58) showed no women who received either
adjustable sling or another type of synthetic mesh sling had repeat surgery for SUI
within 1 year of surgery: RR 1.0 (95% CI 0.94-1.07), non-event.

Laparoscopic colposuspension with sutures versus open colposuspension with
sutures

Continence-specific health-related quality of life
No evidence was identified to inform this outcome.

Adverse events

e Very low quality evidence from 1 RCT (n=200) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who experience
severe bleeding during surgery that requires a blood transfusion: RR 0.36 (95% CI
0.01-8.75).

e Very low quality evidence from 5 RCTs (n=707) showed a clinically important
difference favouring open colposuspension with sutures compared to laparoscopic
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colposuspension with sutures on the number of women who suffer a perioperative
bladder injury: RR 3.12 (95% CI 1.08-9.02)

¢ Very low quality evidence from 1 RCT (n=291) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who suffer a
perioperative bowel injury: RR 3.06 (95% Cl 0.13-74.55).

Complications

e Very low quality evidence from 1 RCT (n=90) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who experience
pain (RR 0.69 [95% CI 0.16-2.89]) or occurrence of POP (RR 0.46 [95% CI 0.04-
4.87]) within 1 year of surgery.

o Very low quality evidence from 1 RCT (n=92) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who experienced
an infection (RR 1.0 [95% CI 0.06-15.51]), and de novo urgency or de novo urge
incontinence (RR 1.5 [95% CI 0.26-8.56]) within 1 year of surgery.

¢ Very low quality evidence from 1 study (n=73) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who experience
pain between 1 and 5 years after surgery: RR 0.24 (95% CI 0.03-1.97).

e Very low quality evidence from 1 study (n=74) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who experience
need for catheterisation (RR 1.18 [95% CI 0.17-7.91] and occurrence of POP (RR
0.88 [95% CI 0.21-3.67]) between 1 and 5 years after surgery.

Change in continence status

For composite cure outcome within approximately 1 year of surgery — NMA outcome,
see clinical evidence profile for NMA outcomes.

¢ Very low quality evidence from 3 RCTs (n=513) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who are
subjectively cured within 1 year of surgery: RR 1.06 (95% CI 0.90-1.26), random
effects analysis.

o Very low quality evidence from 2 RCTs (n=423) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who are
subjectively cured within 1 year of surgery and who do not have concomitant
POP surgery: RR 1.14 (95% CI 0.97-1.33).

o Very low quality evidence from 1 RCT (n=90) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who are
subjectively cured within 1 year of surgery and some of which have
concomitant POP surgery: RR 0.94 (95% CI 0.87-1.13).

¢ Very low quality evidence from 2 RCTs (n=491) showed no clinically important
difference between laparoscopic colposuspension with sutures and open
colposuspension with sutures on the number of women with SUI who are
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1 subjectively cured between 1 year and 5 years after surgery: RR 0.94 (95% CI
2 0.73-1.21), random effects analysis.
3 ¢ Low quality evidence from 4 RCTs (n=715) showed no clinically important
4 difference between laparoscopic colposuspension with sutures and open
5 colposuspension with sutures on the number of women with SUI who are
6 objectively cured within 1 year of surgery: RR 0.95 (95% CI 0.87-1.04).
7 e Very low quality evidence from 2 RCTs (n=343) showed no clinically important
8 difference between laparoscopic colposuspension with sutures and open
9 colposuspension with sutures on the number of women with SUI who are
10 objectively cured between 1 year and 5 years after surgery: RR 1.13 (95% ClI
11 0.93-1.38).
12 e Low quality evidence from 2 RCTs (n=222) showed no clinically important
13 difference between laparoscopic colposuspension with sutures and open
14 colposuspension with sutures on the number of women with SUI who had a
15 negative cough stress test within 1 year of surgery: RR 1.08 (95% CI 0.95-1.24).
16

17 Patient satisfaction/patient-reported improvement

18 Patient satisfaction/patient-reported improvement within approximately 1 year of
19 surgery — NMA outcome, see clinical evidence profile for NMA outcomes.

21 e Very low quality evidence from 1 RCT (n=291) showed no clinically important

22 difference between laparoscopic colposuspension with sutures and open

23 colposuspension with sutures on the number of women with SUI who show an
24 improvement in continence status between 1 year and 5 years after surgery: RR
25 1.05 (95% CI 0.83-1.32).

26

27 No evidence was identified to inform this outcome for the time periods of more than 5
28 years after surgery.

30 Repeat surgery
31 No evidence was identified to inform this outcome.

33 Autologous rectus fascial sling versus colposuspension

34 Continence-specific health-related quality of life

35 No evidence was identified to inform this outcome.

36

37 Adverse events

38 ¢ Very low quality evidence from 1 RCT (n=36) showed no women with SUI who

39 received either autologous rectus fascial sling or open Burch colposuspension
40 with sutures experienced severe bleeding requiring a blood transfusion during
41 surgery: RR 1.0 (95% CI 0.9-1.11), non-event.
42 ¢ Very low quality evidence from 2 RCTs (n=688) showed no clinically important
43 difference between autologous rectus fascial sling and open Burch
44 colposuspension with sutures on the number of women with SUI who suffered a
45 perioperative bladder injury: RR 0.26 (95% CI 0.03-2.28).
46 e Very low quality evidence from 1 RCTs (n=36) showed no clinically important
47 difference between autologous rectus fascial sling and open Burch
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colposuspension with sutures on the number of women with SUI who suffered a
perioperative bowel injury: RR 0.37 (95% CI1 0.02-8.53).

Complications

Very low quality evidence from 1 RCT (n=34) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who experienced
pain within 1 year of surgery: RR 2.0 (95% CI 0.42-9.50).

Very low quality evidence from 1 RCT (n=655) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who experience
pain between 1 year and 5 years after surgery: RR 5.05 (95% CI 0.24 to 104.7).

Very low quality evidence from 1 RCT (n=36) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who experienced
mesh extrusion within 1 year of surgery: RR 5.56 (95% CI 0.29-108.16).

Very low quality evidence from 1 RCT (n=655) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who experience
fistula between 1 year and 5 years after surgery: RR 0.34 (95% CI 0.01-8.23).

Very low quality evidence from 1 RCT (n=29) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who experienced
an infection within 1 year of surgery: RR 0.47 (95% CI 0.05-4.6).

Very low quality evidence from 1 RCT (n=655) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who experience
de novo urge incontinence between 1 year and 5 years after surgery: RR 1.01
(95% CI 0.44 to 2.3).

Very low quality evidence from 1 RCT (n=70) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who experience
occurrence of POP within 1 year of surgery: RR 0.2 (95% CI 0.01-3.88)

Low quality evidence from 1 RCT (n=655) showed a clinically important difference
favouring autologous rectus fascial sling over open Burch colposuspension with
sutures on the number of women with SUI who experienced an infection between
1 year and 5 years after surgery: RR 1.49 (95% Cl 1.36-1.62).

Very low quality evidence from 1 RCT (n=655) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who experience
wound complications between 1 year and 5 years after surgery: RR 1.01 (95% CI
0.77-1.32).

Change in continence status

Very low quality evidence from 2 RCTs (n=82) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who are
subjectively cured within 1 year of surgery: RR 1.06 (95% CI 0.86-1.3).

Very low quality evidence from 1 RCT (n=655) showed a clinically important
difference favouring autologous rectus fascial sling compared to open Burch
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colposuspension with sutures on the number of women with SUI who are
subjectively cured between 1 year and 5 years after surgery: RR 1.44 (95% CI
1.05-1.97).

Very low quality evidence from 1 RCT (n=36) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who are
subjectively cured at more than 5 years after surgery: RR 0.88 (95% CI 0.56-
1.37).

Low quality evidence from 2 RCTs (n=97) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who are
objectively cured within 1 year of surgery: RR 1.08 (95% CI 0.95-1.22).

Low quality evidence from 1 RCT (n=655) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who are
objectively cured between 1 year and 5 years after surgery: RR 1.06 (95% CI
0.95-1.18).

Very low quality evidence from 1 RCT (n=36) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who are
objectively cured at more than 5 years after surgery: RR 1.12 (95% CI 0.75-1.67).

Very low quality evidence from 1 RCT (n=655) showed a clinically important
difference favouring autologous rectus fascial sling compared to open Burch
colposuspension with sutures on the number of women with SUI who had a
negative cough stress test between 1 year and 5 years after surgery: RR 1.29
(95% CI 1.14-1.45).

Very low quality evidence from 1 RCT (n=28) shows no clinically important
difference between autologous rectus fascial sling compared to open Burch
colposuspension with sutures on the number of daily urge incontinence (MD -0.02
[95% CI -1.97 to +1.93)) or daily stress incontinence (MD +0.15 [95% CI -0.28 to
+0.58]) episodes experienced by women with SUI at more than 5 years surgery.

Patient satisfaction/patient-reported improvement

Very low quality evidence from 1 RCT (n=655) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who experience
improvement in continence status between 1 year and 5 years after surgery: RR
1.19 (95% CI 0.99-1.42).

No evidence was identified to inform this outcome for the time period of more than 5
years after surgery.

Repeat surgery

Very low quality evidence from 1 RCT (n=36) showed no clinically important
difference between autologous rectus fascial sling and open Burch
colposuspension with sutures on the number of women with SUI who have repeat
surgery for mesh complications within 1 year of surgery: RR 5.56 (95% CI 0.29-
108.16).
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1 Bulking agents versus other surgical technique

2 Continence-specific health-related quality of life

3 No evidence was identified to inform this outcome.

4

5 Adverse events

6 No evidence was identified to inform this outcome.

-

8 Complications

9 e Very low quality evidence from 1 RCT (n=43) showed no clinically important
10 difference between Macroplastique bulking agent and any other surgical technique
11 (autologous rectus fascial sling) on the number of women with SUI and intrinsic
12 sphincter deficiency who experience need for catheterisation (RR 0.32 [95% CI
13 0.01-7.42)), infection (RR 0.64 [95% CI 0.12-3.44]) and wound complications (RR
14 0.32 [95% CI 0.01-7.42]) within 1 year of surgery.
15

16 Change in continence status
17 ¢ Very low and low quality evidence from 1 RCT (n=45) showed no clinically

18 important difference between Macroplastique bulking agent and any other surgical
19 technique (autologous rectus fascial sling) on the number of women with SUI and
20 intrinsic sphincter deficiency who are subjectively cured at 1 year (RR 0.86 [95%
21 Cl1 0.64-1.15]) and 5 years (RR 8.62 [95% CI 0.49-151.39]) after surgery.

22 ¢ Moderate quality evidence from 1 RCT (n=45) showed a clinically important

23 difference favouring any other surgical technique (autologous rectus fascial sling)
24 over Macroplastique bulking agent on the number of women with SUI and intrinsic
25 sphincter deficiency who are objectively cured at 1 year after surgery: RR 0.11

26 (95% CI 0.03-0.43).

27

28 Patient satisfaction/patient-reported improvement
29 e Low quality evidence from 1 RCT (n=45) showed no clinically important difference

30 between Macroplastique bulking agent and any other surgical technique

31 (autologous rectus fascial sling) on the number of women with SUI and intrinsic
32 sphincter deficiency who experience improvement in continence status more than
33 5 years after surgery: RR 0.43 (95% CI 0.15-1.18).

34

35 Repeat surgery
36 ¢ Very low quality evidence from 1 RCT (n=45) showed no clinically important

37 difference between Macroplastique bulking agent and any other surgical technique
38 (autologous rectus fascial sling) on the number of women with SUI and intrinsic

39 sphincter deficiency who have repeat surgery for SUI within 1 year of SUI surgery:
40 RR 1.91 (95% CI 0.19-19.63).

41

42 Long-term complications (>5 years after surgery)

43 Data from 5 RCT, and 41 observational studies (all of which were at serious risk of
44 bias), suggests that:

45 ¢ the pain rate in women with SUI at more than 5 years after having a fascial sling is

46 ~16.7%, compared to ~9.0% for retropubic synthetic mesh sling, ~7.1% for
47 transobturator synthetic mesh sling, and ~0% for single-incision mini-sling and
48 porcine dermis sling;
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¢ the mesh erosion/exposure/extrusion rate in women with SUI at more than 5 years
after having a transobturator synthetic mesh sling is ~2.3%, compared to ~2.0%
for an adjustable synthetic mesh sling, ~1.5% for retropubic synthetic mesh sling,
~0.6% for single-incision mini-sling and 0% for open colposuspension, fascial
sling, and porcine dermis sling;

¢ the rate of fistula in women with SUI at more than 5 years after having any
colposuspension and laparoscopic colposuspension is 0%;

¢ the need for catheterisation rate in women with SUI at more than 5 years after
having fascial sling is 3.6%, compared to 2.5% for retropubic synthetic mesh sling,
1.5% for adjustable synthetic mesh sling, 1.1% for colposuspension and 0% for
porcine dermis sling;

¢ the infection rate in women with SUI at more than 5 years after having any type of
synthetic mesh sling is ~26.2% for open colposuspension, 19.7% for any synthetic
mesh sling, 8.4% for retropubic synthetic mesh sling, 6.1% for fascial sling, 5.5%
for any colposuspension, 3.4% for transobturator synthetic mesh sling, and 1.6%
for adjustable synthetic mesh sling;

e the de novo urge incontinence rate in women with SUI at more than 5 years after
having an adjustable synthetic mesh sling is ~23.9%, compared to ~14.1% for a
retropubic synthetic mesh sling, ~8.7% for a transobturator synthetic mesh sling,
~8.1% for fascial sling, ~7.3% for any form of colposuspension, 4.7% for single-
incision mini-sling, and 4% for open colposuspension;

¢ the de novo frequency rate in women with SUI at more than 5 years after having
open colposuspension is ~37.2%;

¢ the de novo urgency rate in women with SUI at more than 5 years after having
retropubic synthetic mesh sling is ~13.7%, compared to 10.4% for open
colposuspension, ~10% for adjustable synthetic mesh sling, 8.3% for any
colposuspension, 6.5% for fascial sling, ~4% for a transobturator synthetic mesh
sling, and 0% for porcine dermis sling;

¢ the de novo nocturia rate in women with SUI at more than 5 years after having
open colposuspension is ~11.8%;

¢ the POP occurrence rate in women with SUI at more than 5 years after having any
colposuspension is ~21.1%, compared to ~4.7% for retropubic synthetic mesh
sling, ~4% for open colposuspension, and ~0.5% for transobturator synthetic
mesh sling;

¢ the wound complication rate in women with SUI at more than 5 years after having
any colposuspension is ~0.4%.

Economic evidence statements
¢ There was evidence from one UK maodelling study showing

e There was evidence from one USA modelling study showing that midurethral sling
was potentially cost-ineffective when compared with urethral bulking agents in
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women with SUI. This evidence came from a partially applicable study that was
characterised by minor methodological limitations.

¢ There was evidence from one UK study based on an RCT (n=137) showing that
single incision mini sling was cost-effective when compared with standard
midurethral mesh sling in women with SUI. This evidence came from a directly
applicable study that was characterised by minor methodological limitations.

e There was evidence from one Canadian study based on an RCT (n=199) showing
that transobturator tape was cost-effective when compared with tension-free
vaginal tape in women with SUI. This evidence came from a partially applicable
study that was characterised by minor methodological limitations.

e There was evidence from one USA modelling study showing that transobturator
midurethral sling was potentially cost-effective when compared with retropubic
midurethral sling in women with pure SUI or predominantly SUI. This evidence
came from a partially applicable study that was characterised by potentially
serious methodological limitations.

e There was evidence from one Canadian study based on a cohort study (n=18)
showing that transobturator tape procedure was cost saving when compared with
laparoscopic Burch colposuspension and laparoscopic two team sling procedure.
This evidence came from a partially applicable study that was characterised by
potentially serious methodological limitations.

e There was evidence from one USA modelling study showing that tension-free
vaginal tape was potentially cost-ineffective when compared with Burch
colposuspension in women with SUI. This evidence came from a partially
applicable study that was characterised by minor methodological limitations.

Recommendations

E1.1 When offering a surgical procedure discuss with the woman the risks and
benefits of the different treatment options for stress urinary incontinence (Ul).
Include information about differences in type of anaesthesia, expected length
of hospital stay, surgical incisions, and expected recovery period. [2013,
amended 2019]

E1.2 If non-surgical management for stress Ul has failed, offer the woman a
choice of :

¢ colposuspension (open or laparoscopic) or
e a retropubic mid-urethral mesh sling or
e an autologous rectus fascial sling. [2019]

E1.3 Advise the woman when offering surgery for stress urinary incontinence
that there are long term complications associated with all procedures and
uncertainty about the proportion of women affected.

E1l.4 If the woman’s chosen procedure is not available from the consulting
surgeon, refer her to an alternative surgeon. [2019]

Collection of data on mesh surgery and mesh-related complications
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E1.5 In women having mesh surgery for stress urinary incontinence or
pelvic organ prolapse, or who have mesh-related complications, seek consent
to enter the data listed in recommendation E1.6 in a national registry and give
them a copy of those data.

E1.6 Ensure that the following data are collected in a national registry of
surgery involving mesh insertion to treat urinary incontinence (UIl) or pelvic
organ prolapse (POP) in women:

¢ all surgical procedures for urinary incontinence or pelvic organ
prolapse that involve the insertion of synthetic polypropylene
mesh, including

- date and details of the procedure

- mesh material and type of sutures.
e the woman’s NHS number
¢ hospital and consultant identifiers

e follow-up information on key short- and long-term (at least 5
years) outcomes, including:

symptom improvement or deterioration

objective measures of Ul or POP

adverse events

suspected and confirmed mesh-related complications

e date and details of any investigation for mesh-related
complications

e date and details of any surgical or non-surgical intervention for
mesh-related complications. [2019]

E1l.7 The national registry of surgery involving mesh insertion to treat
urinary incontinence or pelvic organ prolapse in women should report
annually and be quality assured. [2019]

Mid-urethral mesh sling procedures

E1.8 Advise the woman when offering a retropubic mid-urethral mesh sling
that this is a permanent implant and complete removal might not be possible.

E1.9 If a retropubic mid-urethral mesh sling is inserted:

e give the woman written information on the implant including
name, manufacturer, date of insertion, and implanting surgeon’s
name and contact details;
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e ensure that details of the procedure and its subsequent short-
and long-term outcomes are collected in a national registry (see
collecting data on mesh surgery and mesh-related complications
in this guideline). [2019]

E1.10 When planning a retropubic mid-urethral mesh sling procedure,
surgeons should:

e use a device manufactured from type 1 macroporous
polypropylene mesh

¢ consider using a retropubic mid-urethral mesh sling coloured for
high visibility, for ease of insertion and revision. [2019]

E1.11 Do not offer a transobturator approach unless there are specific
clinical circumstances (for example, multiple previous abdominal procedures)
in which the retropubic approach should be avoided. [2019]

E1.12 Do not use the 'top-down' retropubic mid-urethral mesh sling approach
or single-incision sub-urethral short mesh sling insertion except as part of a
clinical trial. [2019]

Other procedures

E1.13 Do not offer women anterior colporrhaphy, needle suspensions,
paravaginal defect repair or the Marshall-Marchetti—-Krantz procedure to treat
stress Ul. [2019]

E1.14 Do not offer women porcine dermis slings to treat stress Ul. [2019]

E1.15 Do not offer women intramural bulking agents to manage stress Ul unless
alternative surgical procedures are not suitable or acceptable. Explain to
women that:

e repeat injections may be needed to achieve efficacy
e efficacy is limited and diminishes with time. [2019]

E1.16 Do not offer women an artificial urinary sphincter to manage stress Ul
unless previous surgery has failed. Offer lifelong follow-up to women who
have an artificial urinary sphincter. [2019]

Follow-up after surgery

E1.17 Offer a follow-up appointment within 6 months to all women who have
had a surgical procedure to treat stress Ul. For women who have had
retropubic mid-urethral mesh sling surgery the follow-up appointment should
include a vaginal examination to check for exposure or extrusion of the mesh
sling. [2019]

E1.18 For women whose primary surgical procedure for stress Ul has failed
(including women whose symptoms have returned):

e seek advice on assessment and management from a regional
MDT that deals with complex pelvic floor dysfunction or
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¢ if the woman does not wish to have another surgical procedure,
offer her advice about managing urinary symptoms and explain
that if she changes her mind at a later date she can book a
review appointment to discuss past tests and interventions and
reconsider her treatment options. [2019]

Research recommendations

What are the long-term risks of mesh surgery compared with non-mesh surgery for
stress urinary incontinence in women?

Rationale and impact

To be finalised during consultation

The committee’s discussion of the evidence

Interpreting the evidence
The outcomes that matter most

The committee agreed that continence-specific health-related quality of life, adverse
events and (short-, medium-, and long-term) complications were the critical outcomes
for this question.They were considered critical because urinary incontinence can
affect a wide range of activities and impact on mental wellbeing and continence-
specific health-related quality of life can capture improvements in these areas.
However, these improvements may be offset by complications which are therefore
also critical outcomes. Change of continence status, patient satisfaction/patient-
reported improvement and repeat surgery were considered to be important outcomes
because even though they capture important benefits and harms they could be
considered to be facets of the critical outcomes (i.e. if continence status improves it
would likely affect health-related quality of life and a complication may lead to repeat
surgery).

The majority of outcomes were reported for the majority of comparisons with the
exception of continence-specific health-related quality of life for the comparisons of
laparoscopic versus open colposuspension (with sutures), fascial sling versus
colposuspension and bulking agents versus any other SUI surgical procedure.
Repeat surgery was not reported for the comparison of laparoscopic versus open
colposuspension (with sutures), and adverse events was not reported for the
comparison of bulking agents versus any other SUI surgical procedure

The quality of the evidence

The quality of the comparative evidence was assessed using GRADE. The quality of
direct pairwise (i.e. single comparisons between interventions) evidence for the
majority of outcomes and comparisons was very low to low. This was mainly because
of imprecision in the effect estimates and indirectness in the evidence due to the fact
that most of the studies either included at least some participants with conccurrent
POP or permitted concomitant POP surgery, and did not explicitly state whether
participants had previously failed or declined conservative treatment.

This would lead to either overestimation (in the case of concomitant prolapse
surgery) or underestimation (in the case of co-occurrent POP) of the ‘real’
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effectiveness of surgery. The risk of bias for individual RCT studies was generally
moderate or high due to insufficient information about randomisation method and/or
allocation concealment. The quality of the non-comparative evidence was not
assessed using GRADE. Instead the quality of the individual observational single-
arm studies was assessed using the ROBINS-I tool.

The quality of evidence for the 5 comparisons of colposuspension versus synthetic
mesh sling, autologous rectus fascial sling versus synthetic mesh sling, adjustable
synthetic mesh sling versus other synthetic mesh sling, laparoscopic
colposuspension with sutures versus open colposuspension with sutures, and fascial
sling versus colposuspension, ranged from very low to low.

The quality of evidence for the 3 comparisons of non-autologous biological sling
versus synthetic mesh sling, transobturator synthetic mesh sling versus retropubic
synthetic mesh sling, and bulking agent versus other surgical technique, ranged from
very low to moderate. The quality of evidence for the comparison of non-adjustable
SIMS versus other synthetic mesh sling ranged from very low to high.

Although the outcomes of interest were reported for the majority of the comparisons
in the short and medium term (that is, within 1 year of, and between 1 and 5 years
after, surgery, respectively) only 5 of the identified RCTs reported complication rates
more than 5 years after anti-incontinence surgery. Due to the paucity of long-term
outcomes from the RCTs, evidence from both mutli- and single-arm observational
studies that reported complications data on the relevant interventions listed in the
protocol more than 5 years after surgery were considered. All of the observational
studies were assessed as being at serious risk of bias. As such, the specific
complications rates were calculated as weighted averages to take into account the
size of the study. The quality of the observational studies was generally assessed as
being at serious risk of bias due to concerns over confounding, selection of
participants, and measurement of outcomes. The true rates of specific complications
for specific interventions are likely to differ from those estimated above and should
therefore be interpreted with care.

The two NMAs ( ), the authors conducted one network for the outcome
‘cure’ and another network for the outcome ‘improvement’, did not distinguish
between autologous rectus fascial slings and slings made of other types of biological
material (e.g. porcine dermis) nor between adjustable and non-adjustable single-
incision mini-slings. Therefore the NMAs ( ) do not report 1-year cure
and improvement data for the more specific comparisions involving these
interventions that are considered elsewhere in the clinical review. Consistent with the
quality assessments of the evidence considered in this review, the direct pairwise
meta-analysis of studies included in the NMAs ( ) that report the
outcomes of composite cure and patient satisfaction/patient-reported improvement at
approximately 1 year was also of low quality. There was no inconsistency between
the direct and indirect estimates on the outcome of composite cure, thus there is no
evidence that the underlying assumptions of the NMA do not hold. For the outcome
of patient satisfaction/patient-reported improvement there was some evidence of
inconsistency between the direct and indirect evidence for 3 comparisons: pelvic floor
muscle training (PFMT) versus transobturator synthetic mesh sling; PFMT versus
open colposuspension; and traditional sling versus open colposuspension. Despite
the inconsistency, the comparison involving conservative treatments such as PFMT
did not meet the inclusion criteria for this review. Also, since the evidence did not
allow the committee to distinguish between traditional slings (e.g. porcine dermis)
and open colposuspension, the presence of inconsistency did not influence the
committee’s decision making.
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Benefits and harms

Overall, there are 3 sources of evidence on which the recommendations are based:

¢ One overall combined analysis of the relative effectiveness of many surgical
interventions together for treatment of SUI (using the NMAs of 2 outcomes,
) of composite cure and patient satisfaction/patient-reported
improvement outcomes at approximately 1 year after surgery;

¢ Individual meta-analyses of the relative effectiveness and safety of a series of two
surgical interventions compared to each other for the treatment of SUI in the short
(=1 year after surgery), medium (between 1 and 5 years after surgery) and long
term (>5 years after surgery);

¢ Non-comparative data about the rate of long-term complications associated with
synthetic mesh sling, colposuspension and traditional (non-synthetic) slings.
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13 The committee noted that there were differences between the findings of the NMAs
14 and those of the individual comparisons. The NMAs seem to favour synthetic

15 retropubic midurethral mesh sling, open colposuspension and traditional sling on
16 composite cure and patient satisfaction/patient-reported improvement at

17 approximately 1 year after surgery.

18 The individual comparative pairwise evidence generally shows no difference between
19 anti-incontinence surgical interventions on the majority of reported outcomes. In

20 particular, although the short- and medium-term complications data show few

21 differences between interventions, there is a lack of reliable data on the long-term

22 complications for all comparisons and interventions.

23 In the discussion below, each recommendation is addressed in order, indicating the
24 benefits and harms associated with the relevant interventions. Due to the multiple
25 sources of evidence used in this review, a section on long-term complications is

26 included at the end of the discussion.

27 Surgical procedures for treatment of stress urinary incontinence

28 The committee agreed, based on the evidence and experience and expertise, that
29 women need to be fully informed about the all treatment options in order to facilitate
30 shared decision making (see also the other chapters related to the treatment of

31 stress urinary incontinence — see chapter J). Such discussions about the risks and
32 benefits would ensure that treatments can be tailored to the individual woman taking
33 account of her preferences and individual circumstances. Since all surgical

34 procedures would be more invasive and would be associated with more

35 complications than lifestyle or conservative options, these options should be

36 considered first and surgery offered only if they have all failed.

37 Retropubic mesh sling, colposuspension, and autologous rectus fascial sling

38 The committee discussed the 2013 recommendation to offer synthetic mesh sling

39 (referred to as ‘midurethral tape’ in the 2013 guideline), open colposuspension and
40 autologous rectus fascial sling and agreed that it should be kept with some minor

41 amendments. In particular, the committee agreed to restrict the offer of synthetic

42 mesh sling to those that use the retropubic route and to offer laparoscopic, in addition
43 to open, colposuspension.

44 The pairwise evidence analysed in this review generally suggests that there is no
45 clinically important difference between retropubic mesh sling, colposuspension, and
46 autologous rectus fascial sling.
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. Also, retropubic mesh
sling, colposuspension, and autologous rectus fascial sling ranked the highest for
both NMA outcomes. For further details, see Clinical evidence profile for network
meta-analysis (NMA) outcomes.

The direct pairwise evidence considered in this review also suggests a similar picture
with no clinically important differences apparent between retropubic mesh sling,
colposuspension and traditional types of sling on the various measures of change in
continence status at longer time frames (i.e. between 1 and 5 years, and greater than
5 years after anti-incontinence surgery), and similarly for the outcome of patient
satisfaction/patient-reported improvement.

There were no clinically important differences between colposuspension and
synthetic mesh sling on the majority of outcomes and time periods, although the
former was favoured on several outcomes. Eleven RCTs showed that women who
had mesh sling were much more likely to suffer a bladder injury during surgery
compared to colposuspension. While there was no clinically important difference
between colposuspension and synthetic mesh sling on the number of women who
experienced short-term infection and who had concomitant POP surgery, 1 RCT
showed that women who had colposuspension but no concomitant POP surgery
were over one-and-a-half times as likely to experience short-term infection compared
to those who had synthetic mesh sling POP surgery. Two RCTs showed that
colposuspension had a similar increased risk of medium-term POP occurrence, while
1 RCT showed that women who had colposuspension were more than twice as likely
to have medium-term repeat surgery for any reason, compared to synthetic mesh
sling. The committee agreed, using their knowledge and experience, that the
increased risk of perioperative bladder injury for synthetic mesh sling compared to
colposuspension did not present a substantive reason to prefer the latter as such
injuries are usually straightforward to manage clinically and rarely cause long-term
problems.

There were some clinically important differences between autologous rectus fascial
sling and synthetic mesh sling. One small study of 20 women indicated that there
were clinically important differences favouring fascial slings on several subscales of
the King’s Health Questionnaire (general health perceptions, role limitations, physical
and social limitations, emotions and severity) at 6-months after surgery, although a
larger study showed no clinically important differences on the BFLUTS-SF
questionnaire at median 10 years post-surgery. Nine RCTs showed that women who
had synthetic mesh sling were at increased risk of suffering a perioperative bladder
injury compared to autologous rectus fascial sling. However, 3 RCTs showed that
they were at lower risk of experiencing short-term wound complications. Data from 3
RCTs showed no difference in the number of women who experience pain
complications with 1 year of surgery, although there was high heterogeneity. A
subgroup analysis showed that although there may be no clinically important
difference between autologous rectus fascial sling and transobturator mesh sling on
short-term pain, there may be an increased risk of short-term pain when compared to
retropubic mesh sling only. Although women who had an autologous rectus fascial
sling were less likely to report short-term subjective cure than those who had a
retropubic mesh sling, they were more likely to report a change of continence status
than women who had a transobturator mesh sling. As explained above for the
comparison of colposuspension to synthetic mesh sling, the committee agreed that
the increased risk of perioperative bladder injury did not provide a substantive reason
to prefer an autologous rectus fascial sling over a synthetic mesh sling as bladder
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injury is usually straightforward to manage clinically and rarely causes long-term
problems.

Although the pairwise evidence comparing colposuspension with autologous rectus
fascial sling and other biological slings generally showed no difference on reported
outcomes, one large RCT showed women who had autologous rectus fascial sling
were more likely in the medium term to be subjectively cured, more likely to have a
negative cough stress test and less likely to experience an infection than women who
had an open Burch colposuspension with sutures.

was evidence of no difference between laparoscopic and open colposuspension for

. The pairwise evidence showed
that there was no clinically important difference between laparoscopic and open
colposuspension with sutures for any outcome at any time period with the exception
of an increased risk of perioperative bladder injury for laparoscopic colposuspension
compared to open colposuspension. However the committee noted that all the
studies were conducted before 2007 and that surgical experience in laparoscopic
colposuspension is likely to have improved since then, leading to fewer bladder
injuries. Furthermore, as mentioned above, the committee agreed, using their
knowledge and experience, that intraoperative bladder injuries are usually
straightforward to manage clinically and rarely cause long-term problems.

Although the committee acknowledged that the evidence generally showed no
difference between the three interventions, they recognised that the initial treatment
burden of each intervention varies widely with respect to the type of incision(s)
required, usual length of hospital stay, and typical recovery period and that these
considerations can play a substantive role in a woman'’s choice of intervention. For
example, a retropubic mesh sling requires two small incisions (1-2 cm) in the lower
abdomen above the pubic bone; an autologous rectus fascial sling requires a larger
abdominal incision and the removal and trimming of muscle lining (i.e. fascia) from
the lower abdomen, which is then passed through an additional small vaginal
incision; an open colposuspension with sutures requires an abdominal incision and
the insertion of sutures on each side of the vagina. The length of hospital stay and
recovery period associated with insertion of a retropubic mesh sling is typically much
shorter than either autologous rectus fascial sling or either form of colposuspension.
For example, women who have a retropubic mesh sling can be treated as day cases
or out patients and normally recover after 2 weeks, while those who have autologous
rectus fascial sling or either form of colposuspension typically will be treated on an
inpatient basis, requiring between 1 and 2 days hospital stay and a recovery period
of approximately 6 weeks. Furthermore, given the uncertainty about the long-term
complications of all the interventions considered in this review (discussed further
below), the committee agreed that none of the three interventions could be
recommended over any other. Thus, given the surgical differences between the three
interventions, the committee agreed that women with SUI should be offered a choice
between them.

The committee also discussed the variability of surgical expertise across the UK and
noted that not all consulting surgeons will have enough experience to carry out a
woman’s chosen surgical procedure. The committee therefore agreed by consensus
and using their knowledge and expertise, that a referral should be made to an
alternative surgeon who does offer the surgery of choice if this is not available from
the consulting surgeon.
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The committee discussed the 2013 recommendations on the physical properties of
the synthetic mesh sling that should be used and the advice that women should be
given about the mesh sling procedure itself. They agreed that the recommendations
should be retained with some minor amendments to reflect the updated 2019 scope.
The committee agreed with the 2013 recommendation that only type 1 macroporous
polypropylene (synthetic) mesh should be recommended in case new devices and
materials are developed and introduced without adequate clinically testing. They also
agreed by consensus to retain the recommendation that such type 1 mesh should be
coloured to aid its insertion and removal. Given the dearth of evidence (and
corresponding uncertainty) about the risk of long-term complications following
retropubic mesh sling and the fact that complete removal of such an implant is not
always possible, the committee agreed by consensus, using their knowledge and
experience, that women should be fully informed about this and given a personal
record of the procedure including the name and manufacturer of the implant, the date
of surgery, and the name and contact details of the operating surgeon.

The committee agreed that the 2013 recommendation that surgeons should only use
devices they are trained to use should be withdrawn as training issues are outside
the scope of the guideline.

Transobturator synthetic mesh sling

The committee, using the evidence and their knowledge and experience, agreed that
transobturator midurethral mesh sling should not be offered except in specific clinical
circumstances. The committee was aware that the transobturator mesh sling
procedure is currently quite widely used in the UK, and so considered this
recommendation very carefully especially as the effectiveness evidence showed few
clinically important differences between it and retropubic synthetic mesh sling.

There was evidence from the NMAs (

In the pairwise analysis, one RCT showed a clinically important difference favouring
transobturator over retropubic mesh sling on the intercourse subscale of the King’s
Health Questionnaire, while another RCT showed a clinically important difference
favouring the latter over the former on the short-and medium term International
Consultation on Incontinence Questionnaire-Urinary Incontinence Quality of Life
score (ICIQ-UI-QoL). However, there was evidence of no short- and medium-term
difference between the two types of synthetic mesh sling from several other studies
that used other continence-specific health-related quality of life measures (e.g. King’s
Health Questionnaire).

Transobturator mesh sling also generally had a worse short- and long-term
complications profile than retropubic mesh sling. Although women who had one were
at decreased risk of bladder injury, they were at increased risk of experiencing short-
term pain and mesh extrusion, as well as medium-term de novo nocturia and mesh
extrusion. Five RCTs showed that women who had transoburator mesh sling were at
increased risk of needing repeat surgery for SUI in the short term, although no other
differences on repeat surgery were found at any other time point. However, they
were also less likely to need catheterisation in the short term. The committee noted
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that the need to insert a catheter may also be due to bladder injury suffered during
insertion of retropubic mesh sling. The committee agreed that the increased risk of
perioperative bladder injury from the use of a retropubic mesh sling, compared to a
transobturator mesh sling, does not provide a substantive reason to prefer the
transobturator route because the injury is usually usually straightforward to manage
clinically and does not cause long-term problems. They also acknowledged that it is
standard practice to perform cystoscopy to look for bladder injury during the insertion
of a retropubic synthetic mesh sling (but not during insertion of transobturator mesh
slings) and that its increased risk may be partly due to detection bias. The committee
also discussed the difficulties in completely removing transobturator mesh sling and
agreed on the basis of their knowledge and experience that it was much harder to
remove than synthetic mesh inserted via the retropubic route (especially if the vaginal
portion of the transobturator mesh sling has been removed).

Taking this and the evidence in to account, the committee acknowledged that there
are clinical situations in which surgery via the retropubic space should be avoided
and therefore agreed that provision for this should be made in the recommendations.

Top-down retropubic mesh sling and single-incision mini-sling

The majority of studies that examined retropubic mesh sling were on the bottom-up
type of mesh sling such as tension-free vaginal tape (TVT), with only a handful
examining other types of retropubic mesh sling. In lieu of relevant studies on other
types of retropubic mesh sling, the committee agreed to retain the 2013
recommendation to not use retropubic top-down mesh sling (e.g. SPARC) except in a
clinical trial.

The committee discussed the evidence on single-incision mini-sling and noted that
their fixation points can vary greatly, which a priori may affect their efficacy and
safety.

There was evidence from the NMA (

Although there were some overall clinically important differences found between
SIMS and other synthetic mesh sling for the risk of experiencing complications,
subgroup analysis of the studies according to type of SIMS showed that the majority
of these differences were powered by the comparison of TVT-Secur to other
synthetic mesh sling with no or little difference between the latter and other types of
SIMS.

111
Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews
for surgical management of stress urinary incontinence DRAFT (October 2018)



O©OoOoO~NOOY O WNPEF

DRAFT FOR CONSULTATION
Surgical and conservative management of stress urinary incontinence

One RCT showed that there was a clinically important mean difference favouring
TVT-O over TVT-Secur on the Urinary Incontinence Quality of Life Scale (I-QoL)
within 2 years of surgery. However, there were no other reported differences
between SIMS overall (and specific brands) and any other synthetic mesh sling on
any other quality of life measure at any time point.

Overall 12 RCTs, 9 of which examined the TVT-Secur brand of SIMS, showed that
women who had a SIMS were less likely to experience short-term pain compared to
other types of synthetic mesh sling. At the medium term, 5 RCTs showed that women
who had any SIMS were less likely to experience pain compared to any other
synthetic mesh sling, but no such difference was apparent for any specific brand of
SIMS. Fifteen RCTs, 9 of which examined TVT-Secur, showed SIMS to have an
increased risk of short-term mesh extrusion compared to any synthetic mesh sling.
However, there was no clinically important difference found between MiniArc and
Needleless brands of SIMS and other synthetic mesh slings. At the medium term,
athough 5 RCTs showed no difference between SIMS overall and any other synthetic
mesh sling, 2 of these suggested that there may be a decreased risk of mesh
extrusion for the MiniArc brand of SIMS. There were no other differences in
complications found between SIMS overall (and for particular brands of SIMS) and
any other synthetic mesh sling.

Some clinically important differences favouring other synthetic mesh slings over
SIMS were found on change of continence status. One RCT showed that women
who had MiniArc SIMS were less likely to be subjectively cured in the short-term
compared to TVT. Two RCTs in women who had not also had concomitant POP
surgery showed a similar result for TVT-Secur compared to any other synthetic mesh
sling. Eight RCTs showed that women who have any brand of SIMS are no less likely
to be subjectively cured in the medium term compared to synthetic mesh sling,
although there was high heterogeneity. A subgroup analysis showed that women
who had MiniArc SIMS were less likely to have medium-term subjective cure
compared to retropubic bottom-up mesh sling (TVT) but that there was no difference
between them and transobturator inside-out mesh sling (TOT). Two RCTs showed no
difference between TVT-Secur and any other transobturator mesh sling although
there was high heterogeneity. A subgroup analysis showed that women who had
TVT-Secur were less likely to have a negative cough stress test in the medium-term
compared to transobturator inside-out mesh sling (TVT-0), although there was no
difference between TVT-Secur and TOT.

There were also some clinically important differences on repeat surgery favouring
other types of synthetic sling. Six RCTs showed that women who had a SIMS may be
over two-and-a-half times as likely to require repeat surgery for any reason, although
there was high heterogeneity in the effect estimate. A subgroup analysis showed
women who had either MiniArc or TVT-Secur were more likely to require repeat
surgery compared to women who had any other synthetic mesh sling. Finally, 6
RCTs showed that women who had TVT-Secur were more likely to require repeat
surgery for POP in the short-term compared to any other synthetic mesh sling.

Only 1 type of SIMS (Needleless) is currently available in the UK market. However,
data from 4 RCTs showed no clinically important difference between Needleless
SIMS and any other synthetic mesh sling on any reported outcome.

The NMAs ( ) did not have a separate category for adjustable synthetic
mesh sling and included studies on adjustable slings with those on either other
synthetic (transobturator or retropubic) mesh slings or single-incision mini-slings. The
majority of pairwise direct evidence compared the Ajust SIMS to a transobturator
inside-out mesh sling (TVT-O). There was no clinically important difference between
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adjustable and other types of synthetic mesh sling with the exception of a decreased
risk of a short-term need for catheterisation for adjustable slings compared to other
synthetic mesh slings. The committee agreed that this is expected for adjustable
slings as they are designed precisely to alleviate excessive tension in their fixation
arms, thus obviating the need for catheterisation to enable successful voiding.
Evidence from 4 RCTs showed no clinically important difference between adjustable
and other types of synthetic mesh sling on pain within 1 year, although there was
high heterogeneity. A subgroup analysis of of 2 RCTs according to type of adjustable
sling also showed no clinically important difference between the Ajust SIMS and
other types of synthetic mesh sling. However, the Ophira and Tissue Fixation System
SIMS showed a decreased risk of short-term pain compared to transobturator
outside-in mesh sling (TOT).

Given the diversity of evidence and the current unavailability of the majority of
various brands of adjustable and non-adjustable single-incision mini-slings, the
committee agreed to amend the 2013 recommendation referring to NICE
interventional procedure guidance IPG262, and to recommend that they not be used
except — as with synthetic retropubic top-down midurethral mesh sling —in clinical
trials. Note that NICE interventional procedure guidance IPG262 has now been
withdrawn and been replaced by NICE interventional procedure guidance IPG566.

Other procedures

This 2019 update did not address the issue of whether anterior colporrhaphy, needle
suspension, paravaginal defect repair and the Marshall-Marchetti-Krantz procedure
are safe and effective as anti-incontinence procedures because these procedures
are no longer standard in UK practice. As such, the committee agreed to retain the
2006 recommendation that these procedures should not be offered as anti-
incontinence surgery. The committee agreed that this 2006 recommendation, which
appeared under the heading ‘biological slings’, should be retained although observed
that it was incorrectly labelled in the 2013 guideline and should appear under a new
heading titled ‘Other procedures’.

Porcine dermis and other traditional slings

The NMAs ( ) classified porcine dermis slings with other ‘traditional’
slings made from other biological materials. In the pairwise meta-analysis no
clinically important differences between non-autologous biological sling and synthetic
mesh sling were found on continence-specific health-related quality of life and
adverse events. Data from 2 RCTs showed no clinically important difference between
porcine dermis sling and synthetic mesh sling on short-term subjective cure, although
there was high heterogeneity. A subgroup analysis showed that women who had
porcine dermis sling were less likely to report being subjectively cured when
compared to TVT but that there was no difference when compared to Align-TO. Data
from 1 RCT showed that more than 5 years after SUI surgery, women who had
porcine dermis sling were less likely to report being subjectively cured and
experiencing an improvement in continence status compared to retropubic bottom-up
mesh sling (TVT). There was some evidence to suggest that porcine dermis sling
may be associated with increased risk of short- and long-term repeat surgery
compared to retropubic bottom-up mesh sling (TVT), although there is some
uncertainty. Given the decreased probability of short-term subjective cure, and long-
term subjective cure and improvement in continence status, and possible increased
risk of short- and long-term repeat surgery of porcine dermis sling compared to TVT,
the committee agreed that the former did not present a viable long-term surgical
option to the latter.
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One RCT that compared cadaveric fascia lata to synthetic mesh sling showed that
women who had the former were more likely to experience de novo urge
incontinence compared to retropubic intravaginal slingplasty. There were no other
clinically important differences apparent between these two interventions. The
committee agreed that the evidence on this intervention, consisting in a single trial on
the 1-year effectiveness and safety of cadaveric fascia lata sling, did not support its
use over retropubic mesh sling.

Bulking agents

There was no clinically important difference on any reported outcome at any time
period in 1 study between Macroplastique bulking agent and autologous rectus
fascial sling with the exception of a difference favouring the latter on objective cure 1
year after surgery. No studies were found for this comparison that reported
continence-specific health-related quality of life and adverse events.

The committee recognised that there is a dearth of evidence on the use of bulking
agents in the long term but agreed that, in their experience, some patients (especially
the frail or elderly) find them useful. Furthermore, although there is uncertainty over
the risks, any such risks are less likely to be serious compared to those associated
with synthetic mesh slings. The committee therefore agreed by consensus, using
their knowledge and experience, that bulking agents should not be routinely offered
unless other surgical procedures are not appropriate or not wanted. The committee
further agreed that it should be explained to women considering intramural bulking
agents to treat SUI that repeated injection may be needed to maintain efficacy, that
efficacy diminishes over time, and that retropubic midurethral mesh sling and
autologous rectus fasical sling are more efficacious.

Artifical sphincter

No evidence was identified for this intervention. Despite this, the committee agreed to
retain the 2006 recommendations to consider the use of artificial sphincter only after
the failure of other surgical options and that women who have such a sphincter
should be offered life-long follow up.

Follow up after surgery

The committee discussed the follow up interval for women who have had surgery to
treat SUI and agreed using their knowledge and experience that it should occur
within 6 months of surgery. This would capture whether the procedure has been
effective for the individual woman and provide the opportunity to detect any short-
term complications.

The committee discussed the risk of synthetic mesh becoming extruded or exposed
and acknowledged that although the incidence of this is relatively low in the short-
and medium-term, the complications associated with these problems can be
substantial and life changing. They therefore agreed that women who have had a
synthetic retropubic mesh sling should also have a vaginal examination in order to
detect such exposure/extrusion.

In addition, the committee agreed by consensus, using their knowledge and
experience, that the principles outlining the 2013 recommendations on what should
happen after unsuccessful SUI surgery or a recurrence of symptoms are still valid but
that they should be updated to reflect the new structure for regional MDTs
recommended elsewhere in this 2019 update — see chapter F. Furthermore they
agreed by consensus that if further treatment is declined, women should be offered
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advice in line with the recommendation made elsewhere in the guideline regarding
this.

Complications

Although there was some evidence from the identified RCTs about the short- and
medium- term complications (i.e. those <1 year, and between 1 and 5 years, after
surgery) associated with each intervention, there is substantial uncertainty about the
long-term complications profile (i.e. those occurring more than 5 years after surgery),
which was derived mainly from publications of case series.

The short- and medium-term complications profile suggests that there is little
clinically important difference between any of the interventions. Women who had
colposuspension had an increased medium-term risk of POP, and an increased risk
of short-term infection in those who also did not also have concomitant POP surgery
compared to synthetic mesh sling; autologous rectus fascial sling had an increased
risk of short-term pain compared to retropubic mesh sling and an increased risk of
short-term wound complications compared to any synthetic mesh sling. Cadaveric
fascia lata had an increased risk of short-term de novo urge incontinence compared
to retropubic IVS. Transobturator mesh sling had an increased risk of short-term pain
and mesh extrusion, but a decreased risk of short-term need for catheterisation,
compared to retropubic mesh sling. Single-incision mini-sling had a decreased risk of
short-term and medium-term pain compared to other synthetic mesh sling. Adjustable
mesh sling had a decreased risk of short-term need for catheterisation compared to
other synthetic mesh sling. Finally, 2 RCTs suggested that adjustable synthetic mesh
sling has a decreased risk of short-term pain compared to transobturator outside-in
mesh sling (TOT).

There were no other clinically important differences between interventions regarding
the occurrence of short- and medium-term complications.

The estimated complication rates at more than 5 years after anti-incontinence
surgery suggest that the most common complications for retropubic synthetic mesh
sling are de novo urge incontinence, de novo urgency and pain (14.1%, 13.7%, and
9% respectively); for transobturator synthetic mesh sling, de novo urge incontinence,
pain and de novo urgency (8.7%, 7.1%, and 4%); for any colposuspension, POP
occurrence, de novo urgency, and de novo urge incontinence (21.1%, 8.3%, and
7.3%); and for open colposuspension, de novo frequency, infection, and de novo
nocturia (37.2%, 26.2%, and 11.8%). The committee expressed the view that the
estimated long-term complication rates were generally consistent with their clinical
experience but were surprised that the estimated long-term pain rate was higher for
retropubic mesh sling and fascial sling rather than transobturator mesh sling (9% and
16.7% vs 7.1%, respectively). However since the majority of data that contributed to
these estimates were from non-comparative case series data, the committee agreed,
generally and in this specific case, that there is substantial uncertainty about the
long-term complications profile of anti-incontinence surgical interventions.

Collection of data on mesh surgery and mesh-related complications

The committee was aware of the widespread public concern about the use of
synthetic mesh in the surgical management of women with Ul and POP, of the
Independent Medicines and Medical Devices Safety Review, of the final report of
NHS England Mesh Working Group and of the pause on surgical procedures
involving synthetic mesh imposed by NHS England. They were also concerned about
the lack of reliable evidence on the adverse events following surgical interventions for
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Ul and POP, especially those occurring after two years, despite extensive review of
the existing research literature carried out for development of the guideline.

The committee was aware that in their joint letter sent on 9 July 2018 NHS England
and NHS Improvement had committed to ‘continue to pursue the commissioning of a
national clinical audit/registry procedures for SUI and prolapse’. The committee
strongly supported this action and felt that it would be helpful to make specific
recommendations about data collection as part of the guideline. They did not think it
was their role to specify the details of what information should be collected but
agreed to give some broad indication of the information that would provide better
evidence on adverse events to inform any future revision of the guideline.

Due to the limited evidence around the long-term complications of mesh, the
committee made a research recommendation specifically about the long-term risks of
mesh surgery compared with non-mesh surgery for stress urinary incontinence in
women. This is important because although mesh has been used extensively over
the last 20 years, there is little data on the complications of mesh use greater than 5
years. The committee felt it was very important for research to ascertain the success,
safety and complication rates of mesh use of a 5 to 10 year period.

Cost effectiveness and resource use

There was evidence from one-UK based modelling study showing that synthetic
retropubic mesh sling may potentially be cost-effective in women with SUI when
compared with other surgical procedures including traditional sling, transobturator
mesh sling, single incision sling, laparoscopic colposuspension, and open
colposuspension.

Although, the evidence on the complications
suggested that synthetic retropubic mesh sling resulted in higher bladder injury and
short-term need for catheterisation. The committee explained that there is generally
no long-term sequelae to bladder injury and that the associated short-term need to
use a catheter is inexpensive.

The committee acknowledged that there is little difference between a traditional sling
and open colposuspension in terms of effectiveness. Even though both interventions
showed some cost-effectiveness, neither was as cost-effective as retropubic mesh
sling. The committee explained that irrespective of the cost-effectiveness, women
may wish not to have mesh procedure and also in some cases it may be
inappropriate to use artificial material and as a result, traditional sling and open
colposuspension should remain available to women with SUI. The committee
explained that both sling and colposuspension are major surgeries and are expected
to have similar intervention costs.

The committee noted that there are surgeons in the UK carrying out synthetic
transobturator mesh sling insertion. However, the effectiveness, complication profile,
and the cost-effectiveness all were less favourable for synthetic transobturator mesh
sling when compared with synthetic retropubic mesh sling and open colposuspension
and as a result, there may be cost savings and QALY gains by not undertaking
transobturator MUS. Although, the committee acknowledged that synthetic
transobturator mesh sling could be an option in women where retropubic approach is
not possible on clinical grounds as otherwise nothing could be done for this sub-
group of women.

The committee acknowledged the UK-based cost-effectiveness and cost-utility
analysis of a single incision mini sling compared with a standard midurethral mesh
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sling in women with SUI. However, the analysis compared only a limited number of
available treatment options for women with SUI in the UK. Also, the committee noted
that there may be potential conflict of interest. Due to the above, the committee could
not draw any conclusions from this study.

All other existing cost-effectiveness analyses were non-UK based. The studies and
comparisons were too heterogeneous and the committee noted that again most of
the studies were industry-funded which made the findings less reliable and useful for
decision making.

Generally, the committee was of a view that recommendations for surgical
procedures in women where conservative management for SUI has failed do not
represent a significant change in the clinical practice and as such are not expected to
result in substantial resource and cost implications to the NHS.

Other factors the committee took into account

The committee acknowledged that there was a recent NMA (Song 2018), which
looked at the efficacy (subjective and objective cure rate) and safety (postoperative
complications, bladder perforation, tape erosion, urinary retention, and pain) of
surgical treatments for stress urinary incontinence, and recommended transobturator
outside-in tape procedure (that is, TOT) as the optimal regimen for SUI. The
committee did not consider the 7 NMAs when making recommendations as it was
both less comprehensive and yet broader than that of Brazzelli 2018, For example,
Song 2018 only included data from 45 studies covering just 5 specific brands of
mesh sling (TVT, TOT, TVT-O, and two types of SIMS, TVT-Secur and Ajust SIMS),
whilst Brazzelll 2018 included data from 175 studies covering any type of mesh sling
and other commonly-used SUI surgical procedures for women in the UK. Equally,
Song 2018 conducted NMAs on the overall complication rate and the rate of specific
types of complications, whereas Brazzelll 2018 did not. As with the direct evidence
considered in this review, the indirect evidence considered by Song 2018 failed to
identify substantial significant differences between mesh sling interventions.
Nevertheless, and acknowledging this, Song 2018 recommends TOT on the basis
that the rank plots showed it to have the highest probability of being the most
efficacious type of mesh sling (i.e. on the outcomes of objective cure and subjective
cure) and to have a higher rank than TVT on the outcomes of post-operative
complications, tape erosion, and postoperative pain. By contrast in Brazzelll 2018,
which also examined other more traditional SUI surgical procedures, transobturator
mesh sling (including both inside-out and outside-in varieties) was ranked fourth on
their composite cure outcome, below retropubic mesh sling, traditional sling, and
open colposuspension, and second below retropubic mesh sling on the outcome of
improvement in continence status.
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1 Review question

2 What is the effectiveness of surgical management of stress urinary incontinence
3 (including mesh and non-mesh procedures) compared to pelvic floor muscle training?

4 Introduction

Surgical procedures to treat stress urinary incontinence (SUI) have been shown to be
more effective at alleviating symptoms than pelvic floor muscle training (PFMT) but
with higher risks of adverse events. This review aimed to assess if non-invasive
physiotherapy can be a viable first-line treatment as a long-term solution to SUI
before more invasive therapy is considered.

©O© 00 ~NO O

10 Summary of the protocol

11 Please see Table 14 for a summary of the Population, Intervention, Comparison and
12 Outcome (PICO) characteristics of this review.

13 Table 14: Summary of the protocol (PICO table)

Women (aged 18 and over) with stress urinary incontinence or
mixed Ul with stress predominance

Women who are naive to treatment or who have undergone
treatment repeatedly.

Surgical treatments

e Suburethral slings (synthetic mesh)
o Retropubic bottom-up (e.g. TVT, IVS-02)
o Retropubic top-down (e.g. SPARC)
o Transobturator outside-out (e.g. TVT-O)
o Transobturator outside-in (e.g. TOT)
o Single-incision or mini-sling (e.g. Contasure-Needleless, TVT-
Secur, MiniArc, Ophira)
o Adjustable slings (e.g. Ajust)
- Retropubic
- Transobturator (e.g. TOA)
¢ Colposuspension
o Open abdominal retropubic colposuspension with sutures
o Laparoscopic retropubic colposuspension with sutures
¢ Biological slings
o Autologous rectus fascial slings

o Non-autologous biological slings (allografts, xenografts, e.g.
porcine dermis)

e Para or transurethral injections (bulking agents)
o Bulkamid (polyacrylamide hydrogel)

o Macroplastique (water soluble gel with silicone elastomer)
o Captive
o Collagen

o Artificial sphincters

Any type of surgery listed above compared to pelvic floor muscle
training
Critical

141
Urinary incontinence (update) and pelvic organ prolapse: evidence reviews for
physical management of stress urinary incontinence DRAFT (October 2018)



QOONOUITRWNE

N =
H

12

13
14
15
16

DRAFT FOR CONSULTATION
Surgical and conservative management of stress urinary incontinence

¢ Continence-specific health-related quality of life
o ICIQ
o BFLUTS-SF
o i-QOL
o SUIQQ
o UISS
o SEAPI-QMM
o ISI, KHQ
o E-PAQ
o Sexual function: PISQ-12
e Change in continence status
o Subjective report
o Obijective cure rate
o Negative stress (cough) test
o Number of incontinence episodes per day
¢ Patient satisfaction, patient reported improvement
o Patient global impression of improvement (PGII)
o Number of women who are satisfied

Important

¢ Adverse events (immediate post-op or perioperative)

o Severe bleeding requiring a blood transfusion

o Internal organ injury (to bladder or bowel)
e Complications >1 year

o Pain

o Mesh erosion or extrusion (vaginal, bladder, urethra)

o Fistula

o Need for catheterisation

o Infection (recurrent UTI, wound)

o De novo overactive bladder symptoms

o Occurrence of POP

o Wound complications (hernia)
e Repeat surgery (for Ul or POP, or mesh complications)
BFLUTS: Bristol female lower urinary tract symptoms scored form; E-PAQ: electronic personal health
guestionnaires; ICIQ: international consultation on incontinence modular questionnaire; 1-QOL:
incontinence quality of life; ISI: incontinence severity index; IVS: intravaginal slingplasty; KHQ: King’s
health questionnaire; PISQ: pelvic organ prolapse/urinary incontinence sexual questionnaire; POP:
pelvic organ prolapse; SEAPI-QMM: stress-related leak, emptying ability, anatomy, protection inhibition,
quality of life, mobility and mental status incontinence classification system; SPARC: suprapublic arch;
SUIQQ: stress and urgency incontinence and quality of life questionnaire; TOA: transobturator
adjustable; TOT: transobturator tape Sling; TVT: tension-free vaginal tape; TVT-O: tension-free vaginal

tape obturator; Ul: urinary incontinence; UISS: urinary incontinence severity score; UTI: urinary tract
infection.

For further details see the review protocol in appendix A.

Methods and process

This evidence review was developed using the methods and process described in
Developing NICE guidelines: the manual 2014. Methods specific to this review
question are described in the review protocol in appendix A and for a full description
of the methods see supplementary document C.
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Included studies

8 Five articles reporting data from four RCT (n=655) were included in the review
9 (Klarskov 1986 ; Klarskov 1991; Labrie 2013; Tapp 1989; ter Meulen 2009) along
10 with one prospective observational cohort study (Yalcin 1998)

11 For a summary of included studies see Table 15.

12 All studies (n=655) included only women with stress urinary incontinence (SUI) or

13 predominately SUI (Labrie 2013). Two studies (n=95) compared PFMT with Burch
14 colposuspension (Klarskov 1986; Klarskov 1991; Tapp 1989) and another (n=98)

15 compared PFMT with either Burch or Pereyra surgical treatments (Yalcin 1998). One
16 study (n=417) compared PFMT with midurethral sling surgery (Labrie 2013), another
17 (n=45) compared PFMT with the bulking agent Macroplastique ® (ter Meulen 2009).

18 One study (n=45) only included women with concomitant pelvic organ prolapse, had
19 not improved continence status after PFMT and excluded those who had long-term
20 use of intraurethral continence devices (ter Meulen 2009).

21 See the literature search strategy in appendix B and the study flow chart in appendix
22 C, clinical evidence tables in appendix D, forest plots in appendix E and GRADE
23 evidence profiles in appendix F.

24 Excluded studies

25 Studies excluded from the review and reasons for their exclusion are provided in
26 appendix K.

27 Summary of clinical studies included in the evidence review

28 A summary of the studies that were included in this review are presented in Table 15.

29 Table 15: Summary of included studies
Intervention/Compariso

Study Population n Outcomes

Klarskov Women with genuine SUI  PFEMT + Burch Change in continence status

1986/1991 who have not received colposuspension and/or (subjective cure/number of
previous surgery or vaginal repaira incontinence episodes every 3

Prospective syster_natic pelvic floor days)

RCT exercises

Labrie 2013 Women aged 35-80 who PFMT + SUI (midurethral- Change in continence status

present with objectively- sling) surgery (subjective cure/objective cure)
Multicentre verifiedb moderate to Patient satisfaction/patient-
RCT severe predomlnant SuUl reported improvement
at POP-Q>Stage Il Complications
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Tapp 1989 Women with PFMT + SUI (Burch Objective cure rate
urodynamically- provenc colposuspension) surgery  Subjective improvement
GSI with incontinence.

Prospective

RCT

ter Meulen Women with urodynamic ~ PFMT + bulking agent Continence-specific health-

2009 stress urinary (Macroplastique®) related quality of lifeSubjective
incontinenced and report

Prospective  urethral hypermobilitye at Change in continence status

RCT POP-Q>Stage I (subjective cure/report)

Yalcin 1998 Urinary incontinence with  PFMT + SUI (Burch Subjective report
hypermobility of the colposuspension) or SUI Objective cure rate

Prospective bladder with minimal urge  and vaginal (modified Long-term complications

cohort incontinenceg Pereyra) surgery

Notes: 2, surgical procedures were chosen on the basis of a voiding cystourethrogram; ®, Objective
confirmation of stress urinary incontinence by either examination, stress-test or urodynamics; ¢,
urodynamic investigations included visual analogue symptom score, perineal pad tesing,
videocystourethrography (VCU) and urethral pressure profilometry; ¢, tested with 1-QoL questionnaire
including Stamey incontinence rating, frequency-volume chart and 1h pad tests; © tested with Q-tip test;
f, only complications data was taken from observational studies; 9, patient questionnaire, 24-hour urinary
diary, physical, genitourinary and urologically oriented neurologicalexaminations, urine culture, one-hour
pad test, stress test, Q-tip test, single channel provocative water column cystometry and perineal
ultrasonography.

Abbreviations: GSI: genuine stress incontinence; PFMT: pelvic floor muscle training; RCT: randomised
controlled trial; POP-Q: pelvic organ prolapse quantification system; SUI: stress urinary incontinence.

See also the study evidence tables in appendix D. Meta-analysis was conducted
where appropriate, forest plots can be seen in appendix E.
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1 Quality assessment of clinical outcomes included in the evidence review

2 GRADE analysis was conducted for critical and important outcomes, the clinical
3 evidence profiles are presented in appendix F.

4 Economic evidence

Included studies

5
6 The systematic search of the economic literature undertaken for the guideline
7 identified one USA study on the cost-utility of conservative management compared
8 with surgical management in the treatment of stress urinary incontinence
9 (Richardson 2014).

10 Evidence table for the economic evaluation included in the systematic literature

11 review is provided in appendix H. Completed methodology checklist of the study is
12 provided in appendix M. Economic evidence profile of the study considered during
13 guideline development is presented in appendix .

14 Excluded studies

15 Studies excluded from the review and reasons for their exclusion are provided in
16 appendix K.

17 Summary of studies included in the economic evidence review

18 Richardson (2014) evaluated the cost-utility of conservative management compared
19 with surgical management for the initial treatment of SUI in the USA. The study

20 population comprised of women with uncomplicated de-novo SUI. The conservative
21 management options included pessary or PFMT and the surgical treatment included
22 mid-urethral sling (MUS). PFMT consisted of 4 visits every 2 weeks and women were
23 also given a home programme prescription at the end of 8 weeks to maintain

24 treatment.

25 This was a modelling study with the effectiveness (that is, subjective cure rates)

26 derived from RCTs. In the decision tree model following the initial treatment with a

27 pessary, if a woman experienced persistent SUI a choice of no further treatment,

28 PFMT or MUS was modelled. After an initial treatment with PFMT if a woman

29 experienced bothersome SUI symptoms a choice of no further treatment or MUS was
30 modelled. Following the initial treatment with MUS, a choice of no further treatment or
31 a repeat MUS was modelled. The analysis also considered the probability of

32 complications following a surgical procedure including mesh erosion, urinary

33 retention requiring operative take back, de novo urge incontinence, and recurrent

34 SUl.

35 The main analysis was conducted from a healthcare perspective. The study

36 considered intervention costs (pessary, PFMT and MUS) and the management of
37 complications including sling release, sling removal for mesh exposure, and

38 anticholinergic medication. The resource use estimates were based on published
39 sources and authors’ assumptions. The unit costs were obtained from national
40 sources including Medicare reimbursement and physician fee schedules.

41 The measure of outcome for the economic analysis was quality-adjusted life years
42 (QALYSs). The utility weights were obtained from a published study that reported
43 Health Utilities Index-Mark 111 (HUI-Mark IIl) scores for patients with and without
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chronic conditions including urinary incontinence in Canada. For women treated with
anticholinergic medication, a utility weight was obtained from a study where vignette
technique was used to elicit preferences with valuations obtained using time trade-off
method. The time horizon of the analysis was 1 year. The results below are reported
only for MUS versus PFMT since this was the only comparison of interest that was
identified in the clinical review protocol.

The absolute costs and QALYs were not reported. However, the incremental cost-
effectiveness ratio (ICER) of MUS (versus PFMT) was $32,132 per QALY gained.
The sensitivity analyses indicated that if subjective cure of SUI with PFMT was >44%
10 (base case: 0.329) then it would be the preferred scenario over MUS. The cost for
11 initial SUI treatment with MUS would need to be $5,300 (base case: $3,938) for the
12 ICER to be above $50,000 per QALY gained. Varying the QALYs did not change the
13 findings. Similarly, the incidence of complications associated with MUS treatment

14 were varied by 50% and did not impact the conclusions. Based on the above

15 findings, the authors concluded that surgical treatment was the preferred option for
16 the initial treatment for women with SUIL. However, the ICER of MUS (versus PFMT)
17 of $32,132 (£24,000) is above NICE’s lower cost-effectiveness threshold of £20,000
18 per QALY gained.

O©OoOoO~N OO0 WNPE

19 The analysis was partially applicable to the NICE decision-making context and had
20 potentially serious methodological limitations.

21 Von Bargen (2015) evaluated the cost-utility of expectant management, PFMT,

22 PFMT with electrical stimulation, incontinence pessary, and surgical treatment (that
23 is, mid-urethral sling) in women with SUI in the AUS. However, the absolute costs
24 and QALYs were not reported, nor has the study reported relevant ICERs. The study
25 very serious methodological limitations and it was not considered by the committee
26 when making the recommendations.

27 Clinical evidence statements
28 Continence-specific health-related quality of life
29 * Low quality evidence from 1 RCT (n= 45) showed a clinically important difference

30 favouring surgery over PFMT on the number of women who have a better

31 continence-specific health-related qualify of life as assessed by the Urinary

32 Incontinence Quality of Life scale (I-QoL) within 3 months of-treatment: MD 0.54
33 (95% CI 0.49 to 0.59).

34

35 Change in continence status
36 ¢ Moderate quality evidence from 3 RCTs (n=445) showed a clinically important

37 difference favouring surgery over PFMT on the number of women who are
38 subjectively cured within 1 year: RR 1.61 (95% CI 1.39-1.85).
39 e Very low quality evidence from 1 RCT (n=30) showed no clinically important
40 difference between surgery and PFMT on the number of women with SUI who are
41 subjectively cured more than 5 years since treatment: RR 1.10 (95% CI 0.53-
42 2.30).
43 ¢ Very low quality evidence from 2 RCTs (n=388) showed no clinically important
44 difference between surgery and PFMT on the number of women with SUI who are
45 objectively cured within 1 year, although there was very high heterogeneity: RR
46 2.86 (95% CI 0.44-18.61).
47
48
49
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Patient satisfaction/patient-reported improvement

High quality evidence from 1 RCTs (n=369) showed a clinically important
difference favouring surgery over PFMT on the number of women with SUI who
experience improvement in continence status within 1 year of treatment: RR 1.41
(95% CI 1.25-1.59).

o High quality evidence from 1 RCTs (n=395) showed a clinically important
difference favouring surgery over PFMT on the number of women with SUI who
experience improvement in continence status within 2 months of treatment: RR
6.76 (95% Cl 4.67-9.78).

o High quality evidence from 1 RCTs (n=390) showed a clinically important
difference favouring surgery over PFMT on the number of women with SUI who
experience improvement in continence status within a 4 months of treatment:
RR 2.93 (95% CI 2.36-3.64).

o High quality evidence from 1 RCTs (n=385) showed a clinically important
difference favouring surgery over PFMT on the number of women with SUI who
experience improvement in continence status within 6 months of treatment: RR
1.99 (95% CI 1.68-2.36).

Moderate quality evidence from 1 RCTs (n=337) showed a clinically important
difference favouring surgery over PFMT on the number of women with SUI who
experience improvement in continence status between 1 and 5 years after
treatment: RR 1.22 (95% CI 1.11-1.35).

Very low quality evidence from 1 RCT (n=30) showed no clinically important
difference between surgery and PFMT on the number of women with SUI who
experience improvement in continence status more than 5 years after treatment:
RR 1.5 (95% CI 0.18 to 12.65).

Adverse events

Low quality evidence from 1 RCT (n=417) showed that there may be a clinically
important difference favouring PFMT over surgery on the number of women who
experience bladder perforation during treatment, although there is some
uncertainty: RR 0.08 (95% CI 0.0-1.44).

Complications at > 1 year

Very low quality evidence from 1 prospective observational study (n=98) showed
that there may be a clinically important difference favouring PFMT over surgery on
the number of women who experience an infection between 1-and 5 years after
treatment, although there is some uncertainty: RR 0.10 (95% CI 0.0-1.73).

Low quality evidence from 1 RCT (n=417) showed that there may be a clinically
important difference favouring PFMT over surgery on the number of women who
de novo urge incontinence during treatment, although there is some uncertainty:
RR 0.41 (95% CI 0.15-1.13).

Repeat surgery

Low quality evidence from 1 RCT (n=417) showed no clinically important
difference favouring PFMT over surgery on the number of women who have
repeat surgery between 1-and 5 years after treatment: RR 0.21 (95% CI 0.03-
1.81).
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1 Economic evidence statements
2 ¢ There was evidence from one USA modelling study showing that surgical
3 management was potentially cost-effective when compared with PFMT. However,
4 the incremental cost-effectiveness ratio expressed in the UK pounds was above
5 the lower NICE cost-effectiveness threshold of £20,000 per QALY, but below the
6 upper threshold value of £30,000 per QALY. This evidence came from a partially
7 applicable study that was characterised by potentially serious methodological
8 limitations.
9 Recommendations
10 E2.1 Offer a trial of supervised pelvic floor muscle training of at least 3
11 months' duration as first-line treatment to women with stress or mixed Ul.
12 [2006]
13
14 E2.2 Pelvic floor muscle training programmes should comprise at least 8
15 contractions performed 3 times per day. [2006]
16
17 E2.3 Do not use perineometry or pelvic floor electromyography as
18 biofeedback as a routine part of pelvic floor muscle training. [2006]
19
20 E2.4 Continue an exercise programme if pelvic floor muscle training is
21 beneficial. [2006]
22 Rationale and impact
23 To be finalised during consultation
24 The committee’s discussion of the evidence
25 |Interpreting the evidence
26 The outcomes that matter most
27 For this question, the critical outcomes were continence-specific health-related
28 quality of life, change in continence status, and patient satisfaction and patient
29 reported improvement. The important outcomes were identified as immediate post-
30 operative or peri-operative adverse events, long-term complications (>12 months)
31 and repeat surgery for either persistent urinary incontinence or pelvic organ prolapse,
32 or mesh complications. In light of the context of the update, patients’ quality of life
33 and personal view of their progress were considered to be the most important
34 outcomes. All outcomes were informed by RCT except for complications, where data
35 was taken from a prospective observational study. The outcomes reported in the
36 included studies covered most of the outcomes in the protocol. The main absence is
37 medium- and long-term continence-specific health-related quality of life. The only
38 score that was found for health-related quality of life only had data for up to three
39 months.
40 Data comparing adverse events and complications for the two interventions were
41 sparse with only bladder perforation as an adverse event and infection as a
42 complication reported. The committee noted that risks of different interventions
43 matter very much to women with Ul and that information on this is informative to
44 women in making decisions.
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1 The quality of the evidence

Quality of evidence was assessed using GRADE. For evidence that was downgraded
to low and very low, quality was affected by high risk of bias and high imprecision.
These outcomes were continence-specific health-related quality of life, subjective
and objective measures of change in continence status, patient satisfaction, adverse
events, complications and repeat surgery.

In the case of change in continence status low participant numbers contributed to the
imprecision. However, the committee noted that the proportions of women who had a
positive change in continence status after pelvic floor muscle training reflected their
experiences. The low event number contributed to the imprecision for the adverse
events, complications and repeat surgery outcomes. The committee noted the lack of
high-quality longer-term data comparing pelvic floor muscle training to surgery risks.
High risk of bias was down to poor reporting of allocation concealment and blinding in
older studies. The committee is aware of the difficulty in blinding when comparing
surgical and non-surgical interventions. The committee agreed that even though
incomplete blinding was unavoidable, and bias could affect subjective outcomes, this
is comparable to clinical practice and therefore the domain is graded a low risk of
bias.

The only outcome that was assessed as having high quality evidence was patient
reported improvement at 2, 4, 6 and 12 months, that was documented in a well-
designed RCT. At 18 months the data was downgraded to a moderate rating due to
imprecision that arose from decreasing effectiveness of surgery in comparison to
pelvic floor muscle training, leading to confidence intervals crossing the clinically
important difference threshold. This informed the committee’s decision to keep
recommendations concerning pelvic floor muscle training as currently found in the
guideline.

Benefits and harms

The committee agreed that overall the evidence is consistent with their clinical
experience and the previous recommendations reflected this well. The committee
discussed the one recent RCT was identified, which they agreed did produce
moderate to high quality evidence for the first 18 months post-treatment. However,
there was concern over the low subjective cure rate at 12 months in the
physiotherapy only group. This was resolved after assessing that the number of
people who elected to have surgery after pelvic floor muscle training was similar to
the committee’s expected subjective cure rate and the objective cure rate was as
expected. This enhanced the committee’s confidence in the applicability of the
evidence in this RCT. The subjective and objective cure rates of the 3 other RCTs
were agreed to be reflective of clinical practice but the small cohorts (n < 100) limits
the result’s reliability.

The immediate and short-term effectiveness of surgery is superior to that of
physiotherapy when concerning subjective and objective cure, and therefore fewer
women will be cured initially with physiotherapy. However, the committee agreed that
there are around 50% of women who would be cured by physiotherapy alone, hence
why physiotherapy was agreed to be kept as a low-risk primary option before surgery
is considered. In addition, the effectiveness of surgery in comparison to
physiotherapy decreases in a step-wise manner over time within 18 months from
treatment, based on medium and high quality evidence. By 18 months, the
superiority of surgery is no longer clinically significant. The committee suggested it
may be because women will continue their physiotherapy independently after their
training sessions have finished and over time surgical insertions will begin to fail. This
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will decrease the number of women who are cured with surgery but the net number
of women cured by physiotherapy will be stable or increase.

The committee also discussed that the benefit of any physiotherapy relies on a
minimum time that the exercise is carried out to have an effect. This is to allow
muscles to strengthen over time. The evidence showed that usually the training was
carried out over several months to have an effect and was then continued at home
after the physiotherapy had finished. The committee therefore agreed to retain the
2006 recommendation that pelvic floor muscle training should be trialled for at least 3
months’ duration before its effectiveness can be reliably assessed.

Higher uptake of physiotherapy as the first course of action will lead to fewer
complications and adverse events, in the short- and medium-term. The committee
agreed this was because physiotherapy-related complications may only include pain
as a condition whereas surgical complications are more complex and have a greater
impact on quality of life. The committee noted that the studies in the review do not
record complications for physiotherapy but agree that some people will experience
complications as a result of the training. These complications will not have the same
severity as surgical complications and adverse events and therefore the possible
physiotherapy complications were deemed preferable when considering the women’s
long-term quality of life. As the risks of certain types of surgery to treat incontinence
have become more widely acknowledged and therefore healthcare professionals and
the public may first seek alternative, more conservative therapies before considering
more invasive options.

Cost effectiveness and resource use

The committee acknowledged very limited non-UK economic evidence which showed
that surgery was potentially cost-effective when compared with pelvic floor muscle
training. Although, the incremental cost-effectiveness ratio expressed in UK pounds
was above NICE lower cost-effectiveness threshold but below the upper threshold.
Nevertheless, the committee explained that this study was only partially applicable to
NICE decision making context and was characterised by potentially serious
limitations. The committee discussed the effectiveness estimate associated with
pelvic floor muscle training that was used in this study and noted that it was
substantially lower than expected in the clinical practice in the UK. The committee
also discussed the lack of adverse events with pelvic floor muscle training when
compared with surgery.

The committee explained that it is difficult to define a 'standard’ or 'typical’ pelvic floor
muscle training session and therefore costs will vary according to the actual practices
employed. Nevertheless, generally pelvic floor muscle training will be undertaken by
a physiotherapist in a hospital physiotherapy department. Women would
approximately have six sessions with the physiotherapist. The unit cost of band 7,
physiotherapist is approximately £53 per working hour (Curtis & Burns, 2017). The
committee explained that on average women are expected to have 6 sessions each
lasting approximately 50 minutes. Based on the above the unit cost of pelvic floor
muscle training is expected to be approximately £400. The unit cost of the most
common surgical procedure for SUI is £1,404 (retropubic mid-urethral sling, DHSC
2018), which is substantially more compared with pelvic floor muscle training.

Surgical procedures may result in a number of complications including infection, pain,
de novo urge incontinence and mesh erosion. Some of the above complications are
very expensive to manage and may require long-term management. For example,
the unit cost of mesh erosion is £1,548 (Minor Lower Genital Tract Procedures,
DHSC 2018).
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Overall, the committee were of a view that a stepped approach where pelvic floor
muscle training is offered as initial treatment and surgery only in women where pelvic
floor muscle training is ineffective may potentially result in substantial cost savings to
the NHS given the lower pelvic floor muscle training intervention costs and also the
averted costs associated with managing surgical complications.

Other considerations

The protocol had pre-specified subgroups that the committee agreed could have
provided useful data to inform which treatments are most suitable for these groups.
No separate studies nor separate reporting of outcomes for these different subgroups
were found and therefore subgroup analysis could not be done. The committee
agreed it would have been more informative if data were available to analyse
protocol-specifed subgroups separately. The committee believed that there are
groups that will benefit more from one of physiotherapy or surgery than other groups,
for example elderly women or women who have undergone multiple surgeries.
However, there were no reliable data available to aid clinical judgement on the most
appropriate choice of treatment for different subgroups. The committee therefore did
not make specific recommendations for such subgroups of women. The committee
raised that patient choice is an important factor in these subgroups and therefore
data from studies and patient wishes should both be used to come to a decision on
the course of treatment.
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Surgical and conservative management of stress urinary incontinence

1 Appendices

2 Appendix A — Review protocols

3 Review protocol for review question: What is the most effective surgical management of stress urinary incontinence,
4 including mesh and non-mesh procedures?

5 Table 16: Review protocol for surgical management of women with SUI

Field (based on PRISMA-P)
Review question

Type of review question
Objective of the review

Eligibility criteria —
population/disease/condition/iss
ue/domain

Eligibility criteria —
intervention(s)/exposure(s)/prog
nostic factor(s)

Content

What is the most effective surgical management of stress urinary incontinence, including mesh and non-mesh
procedures?

Intervention

The objective of this review is to identify effective surgical treatment options for stress urinary incontinence in adult
women, updating the review performed and the recommendations made in the previous guideline. The need to update
this question has been highlighted by the reports of serious adverse events occurring in women who have received
mesh surgery. This protocol details the pairwise analysis to be performed.

The following participants will be included:

Women (aged 18 and over) with stress urinary incontinence who have failed conservative treatment or declined
conservative treatment; OR, women with mixed Ul with confirmed stress predominance who have failed conservative
treatment or declined conservative treatment

Women who are naive to treatment or having repeat surgery.

Women with urodynamic stress incontinence (USI); concurrent intrinsic sphincter deficiency (ISD); concurrent
overactive bladder (OAB); or concurrent POP (as indicated by the POP-Q system).

Women in whom the SUI is caused by a neurological condition will be excluded.
Surgical treatments
o Suburethral slings (synthetic mesh)

o Retropubic bottom-up (e.g. TVT, IVS)

o Retropubic top-down (e.g. SPARC)

o Transobturator inside-out (TVT-O)
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Field (based on PRISMA-P) Content
o Transobturator outside-in (TOT)
o Single-incision mini-slings
- Non-adjustable (e.g. Contasure-Needleless, TVT-Secur, MiniArc, Ophira)
- Adjustable (e.qg. retropubic [Ajust], transobturator [TOA])

e Colposuspension (Burch, paravaginal fascial repair; MMK no longer relevant to UK practice so this will not be
included)

o Open abdominal retropubic suspension

o Laparoscopic retropubic suspension with sutures
¢ Biological slings (autologous [rectus fascia] materials, allografts, xenografts [e.g. porcine])
e Para or transurethral injections (bulking agents)

o Bulkamid (polyacrylamide hydrogel)

o Macroplastique (water soluble gel with silicone elastomer)

o Captive

o Collagen
o Artificial sphincters

These surgical treatments will complement the following IPGs:

IPG138 — Intramural urethral bulking procedures for stress urinary incontinence in women
IPG154 — Insertion of biological slings for stress urinary incontinence in women

IPG566 — Single-incision short sling mesh insertion for stress urinary incontinence in women

IPG576 — Extraurethral (non-circumferential) retropubic adjustable compression devices for stress urinary
incontinence in women

Eligibility criteria — Specified comparisons
comparator(s)/control or ¢ Synthetic sling (mesh) versus colposuspension
TEllEiEnEE (ele) skt ¢ Synthetic sling versus biological sling
o Synthetic sling vs autologous rectus fascial sling
o Synthetic sling vs non-autologous biological sling
e Retropubic route (e.g. TVT) versus Transobturator route (e.g. TOT) (within synthetic mesh comparison)
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Field (based on PRISMA-P) Content
¢ (Non-adjustable) Single-incision mini-sling versus other synthetic sling (e.g. TVT-Secur vs TOT)
¢ Adjustable sling versus other synthetic sling (e.g. TOA vs TVT)
e L aparoscopic versus open colposuspension
o Colposuspension versus biological sling
o Colposuspension vs autologous sling
o Colposuspension vs non-autologous biological sling
¢ Bulking agent versus other surgical technique
o Artificial sphincter versus other surgical technique

NOTE: interventions and implants not approved in the UK, or not used in clinical practice (e.g. MMK, laparoscopic
colposuspension with mesh and staples) will not be included in this review. No NMA will be conducted as the NMA
conducted by
Outcomes and prioritisation Critical
e Continence-specific health-related quality of life
o ICIQ
o BFLUTS-SF
o i-QOL
o SUIQQ
o UISS
o SEAPI-QMM
o ISI
o KHQ
o E-PAQ
o Sexual function: PISQ-12
o Adverse events (immediate post-operative or perioperative)
o Severe bleeding requiring a blood transfusion
o Internal organ injury (to bladder or bowel)
e Complications
o Pain
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Field (based on PRISMA-P)

Eligibility criteria — study design

Content
o Mesh erosion or extrusion (vaginal, bladder, urethra)
o Fistula
o Need for catheterisation (include voiding dysfunction, e.g. retention, slow stream, incomplete emptying)
o Infection (recurrent UTI, wound)
o De novo overactive bladder symptoms (clinically-established but possibly confirmed by urodynamics)
Urge incontinence
Frequency
Urgency
- Nocturia
o Occurrence of POP
o Wound complications (hernia)

Complications will be stratified as follows:

e Short-term: complications occurring up to 1 year (i.e., < 1 year);

e Medium-term: complications occurring after 1 year, and up to 5 years (i.e., >1 to < 5 years); and
e Long-term: complications occurring after 5 years (i.e., > 5 years)

Important outcomes
¢ Change in continence status
o Subjective report
o Objective cure rate
o Negative stress (cough) test
o Number of incontinence episodes per day
¢ Patient satisfaction, patient reported improvement
o Patient global impression of improvement (PGlI)
¢ Repeat surgery (for Ul or POP, or mesh complications)
For all outcomes except complications, systematic reviews of RCTs and RCTs will be considered. In the absence of full

text published RCTSs, conference abstracts will be considered. In the absence of RCTs, prospective and retrospective
studies will be considered.
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Field (based on PRISMA-P) Content
For complications, the following types of study designs will be considered:
RCTs for short- and medium-term complications;
In the absence of RCT data for short- and medium-term complications, or for long-term complications, prospective,
retrospective and cross-sectional studies with sample size limit of 250 participants will be considered.
Other inclusion exclusion criteria  English language only.

Proposed sensitivity/sub-group Special consideration will be given to the following groups for which data will be reviewed and analysed separately if
analysis, or meta-regression available:

¢ women who have no concurrent POP surgery (regardless of their POP-Q status)
e women who have concurrent POP surgery

¢ older women

women with physical disabilities

women with cognitive impairment

women who are considering future pregnancy

The following subgroup analyses will be considered in the presence of substantial heterogeneity:
Type of Ul
e Pure stress
e Mixed Ul
Surgical status
e Repeat or recurrent surgery
e Treatment naive
Selection process — duplicate Duplicate screening will be performed using STAR - minimum sample size is 10% of the total for <1000 titles and
screening/selection/analysis abstracts, and 5% of the total for 21000 titles and abstracts. All discrepancies are discussed and resolved between 2
screeners. Any disputes will be resolved in discussion with the Senior Systematic Reviewer. Data extraction will be
supervised by a senior reviewer. Draft excluded studies and evidence tables will be discussed with the Topic Advisor,
prior to circulation to the Topic Group for their comments. Resolution of disputes will be by discussion between the
senior reviewer, Topic Advisor and Chair.
Data management (software) Pairwise meta-analyses, if possible, will be performed using Cochrane Review Manager (RevMan5).
‘GRADEpro’ will be used to assess the quality of evidence for each outcome.
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Field (based on PRISMA-P)

Information sources — databases
and dates

Identify if an update

Content

NGA STAR software will be used for generating bibliographies/citations, study sifting, data extraction and recording
guality assessment using checklists.

Sources to be searched: Medline, Medline In-Process, CCTR, CDSR, DARE, HTA, Embase.

Limits (e.g. date, study design): All study designs. Apply standard animal/non-English language filters.
Supplementary search techniques: No supplementary search techniques were used.

For details please see appendix B.

This is an update of an area in the previous guideline CG171 Urinary incontinence

https://www.nice.org.uk/guidance/cgl71 . However, the review question is not identical. Recommendations from the
previous guideline that may change on the basis of this review (and corresponding NMA) are:

1.10 Surgical approaches for SUI

1.10.1 When offering a surgical procedure discuss with the woman the risks and benefits of the different treatment
options for SUI using the information in information to facilitate discussion of risks and benefits of treatments for women
with stress urinary incontinence. [new 2013]

1.10.2 If conservative management for SUI has failed, offer:

*synthetic mid-urethral tape (see recommendations 1.10.3-8), or

*open colposuspension (see also recommendation 1.10.9), or

«autologous rectus fascial sling (see also recommendation 1.10.10). [new 2013]

Synthetic tapes

1.10.3 When offering a synthetic mid-urethral tape procedure, surgeons should:

suse procedures and devices for which there is current high quality evidence of efficacy and safety[10]
*only use a device that they have been trained to use (see recommendations in section 1.11)

suse a device manufactured from type 1 macroporous polypropylene tape

sconsider using a tape coloured for high visibility, for ease of insertion and revision. [new 2013]

1.10.4 If women are offered a procedure involving the transobturator approach, make them aware of the lack of
long-term outcome data. [new 2013]

1.10.5 Refer women to an alternative surgeon if their chosen procedure is not available from the consulting surgeon.
[new 2013]

1.10.6 Use 'top-down' retropubic tape approach only as part of a clinical trial. [new 2013]
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Field (based on PRISMA-P) Content
1.10.7 Refer to single-incision sub-urethral short tape insertion for stress urinary incontinence (NICE interventional
procedure guidance 262) for guidance on single-incision procedures. [new 2013]

1.10.8 Offer a follow-up appointment (including vaginal examination to exclude erosion) within 6 months to all women
who have had continence surgery. [new 2013]

Colposuspension

1.10.9 Do not offer laparoscopic colposuspension as a routine procedure for the treatment of stress Ul in women. Only
an experienced laparoscopic surgeon working in an MDT with expertise in the assessment and treatment of Ul should
perform the procedure. [2006]

Biological slings
1.10.10 Do not offer anterior colporrhaphy, needle suspensions, paravaginal defect repair and the Marshall-Marchetti—
Krantz procedure for the treatment of stress Ul. [2006]

Intramural bulking agents

1.10.11 Consider intramural bulking agents (silicone, carbon-coated zirconium beads or hyaluronic acid/dextran
copolymer) for the management of stress Ul if conservative management has failed. Women should be made aware
that:

erepeat injections may be needed to achieve efficacy
«efficacy diminishes with time
«efficacy is inferior to that of synthetic tapes or autologous rectus fascial slings. [2006, amended 2013]

1.10.12 Do not offer autologous fat and polytetrafluoroethylene used as intramural bulking agents for the treatment of
stress Ul. [2006]

Artificial urinary sphincter

1.10.13 In view of the associated morbidity, the use of an artificial urinary sphincter should be considered for the

management of stress Ul in women only if previous surgery has failed. Life-long follow-up is recommended. [2006]
Author contacts Developer: The National Guideline Alliance

https://www.nice.org.uk/quidance/indevelopment/gid-ng10035.
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Field (based on PRISMA-P)

Highlight if amendment to
previous protocol

Search strategy — for one
database

Data collection process —
forms/duplicate

Data items — define all variables
to be collected

Methods for assessing bias at
outcome/study level

Criteria for quantitative synthesis

(where suitable)

Methods for analysis —
combining studies and exploring
(in)consistency

Meta-bias assessment —
publication bias, selective
reporting bias

Content
For details please see appendix B of the full guideline.

A standardised evidence table format will be used, and published as appendix D (clinical evidence tables) or H
(economic evidence tables) of the full guideline.

For details please see evidence tables in appendix D (clinical evidence tables) or H (economic evidence tables) of the
full guideline.

For details please see evidence tables in appendix D (clinical evidence tables) or H (economic evidence tables).

Standard study checklists were used to critically appraise individual studies. Appraisal of methodological quality will be
conducted using the appropriate tool:

¢ ROBIS (systematic reviews and meta-analyses),

e Cochrane risk of bias tool (RCTSs).

e Cochrane ROBINS-I risk of bias tool (Non-randomised studies)

For details please see section 6.2 of Developing NICE guidelines: the manual.

The risk of bias across all available evidence was evaluated for each outcome using an adaptation of the ‘Grading of
Recommendations Assessment, Development and Evaluation (GRADE) toolbox’ developed by the international
GRADE working group http://www.gradeworkinggroup.org/. Outcomes will be downgraded if the randomisation and/or
concealment methods are unclear or inadequate. Outcomes will also be downgraded if there is considerable missing
data (if there is a dropout of more than 20%, or if there is a difference of >20% between groups. Heterogeneity will be
assessed using the i2 statistic, outcomes will be downgraded once if i2250%, twice if i2280%.

GRADE cannot be used for accurate assessment of bias for case series data and will not be used. Determining the
quality of case series will include an assessment of bias, consecutive and comparative nature of series.

For details please see section 6.4 of Developing NICE guidelines: the manual 2014.

For details of the methods please see supplementary material C.
NMA is planned looking at the effectiveness of surgical interventions. For more detail please see NMA protocol.

For details please see section 6.2 of Developing NICE guidelines: the manual 2014. If sufficient relevant RCT evidence
is available, publication bias will be explored using RevMan software to examine funnel plots. Trial registries will be
examined to identify missing evidence: Clinical trials.gov, NIHR Clinical Trials Gateway
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Field (based on PRISMA-P)

Assessment of confidence in
cumulative evidence

Rationale/context — Current
management

Describe contributions of authors
and guarantor

Sources of funding/support
Name of sponsor
Roles of sponsor

PROSPERQO registration number

Content
For details please see sections 6.4 and 9.1 of Developing NICE guidelines: the manual 2014.

For details please see the introduction to the evidence review.

A multidisciplinary committee developed the guideline. The committee was convened by the National Guideline Alliance
and chaired by Dr Fergus Macbeth in line with section 3 of Developing NICE guidelines: the manual 2014.

Staff from the National Guideline Alliance undertook systematic literature searches, appraised the evidence, conducted
meta-analysis and cost-effectiveness analysis where appropriate, and drafted the guideline in collaboration with the
committee. For details please see the methods chapter of the full guideline.

The National Guideline Alliance is funded by NICE and hosted by the Royal College of Obstetricians and
Gynaecologists.

The National Guideline Alliance is funded by NICE and hosted by the Royal College of Obstetricians and
Gynaecologists.

NICE funds the National Guideline Alliance to develop guidelines for those working in the NHS, public health, and social
care in England.

Not registered with PROSPERO.

2 Review protocol for review question: What is the effectiveness of surgical management of stress urinary incontinence
3 (including mesh and non-mesh procedures), compared to pelvic floor muscle training?

4 Table 17: Review protocol for surgical management of women with SUI compared to pelvic floor muscle training

Field (based on PRISMA-P
Review question

Type of review question
Objective of the review

Content

What is the effectiveness of surgical management of stress urinary incontinence (including mesh and non-
mesh procedures) compared to pelvic floor muscle training?

Intervention

The objective of this review is to establish the effectiveness of surgical options for the management of stress
urinary incontinence, compared to pelvic floor muscle training
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Field (based on PRISMA-P Content

Eligibility criteria — Women (aged 18 and over) with stress urinary incontinence or mixed Ul with stress predominance
population/disease/condition/issue/domain  Women who are naive to treatment or who have undergone treatment repeatedly.

Eligibility criteria — Surgical treatments

intervention(s)/exposure(s)/prognostic « Suburethral slings (synthetic mesh)

factor(s) o Retropubic bottom-up (e.g. TVT, IVS-02)

o Retropubic top-down (e.g. SPARC)
o Transobturator outside-out (e.g. TVT-O)
o Transobturator outside-in (e.g. TOT)
o Single-incision or mini-sling (e.g. Contasure-Needleless, TVT-Secur, MiniArc, Ophira)
o Adjustable slings (e.g. Ajust)
- Retropubic
- Transobturator (e.g. TOA)
e Colposuspension
o Open abdominal retropubic colposuspension with sutures
o Laparoscopic retropubic colposuspension with sutures
e Biological slings
o Autologous rectus fascial slings
o Non-autologous biological slings (allografts, xenografts, e.g. porcine dermis)
e Para or transurethral injections (bulking agents)
o Bulkamid (polyacrylamide hydrogel)
o Macroplastique (water soluble gel with silicone elastomer)

o Captive
o Collagen
o Artificial sphincters
Eligibility criteria — comparator(s)/control Any type of surgery listed above compared to pelvic floor muscle training.
or reference (gold) standard
Outcomes and prioritisation Critical

e Continence-specific health-related quality of life
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Field (based on PRISMA-P Content

o ICIQ
o BFLUTS-SF
o i-QOL
o SUIQQ
o UISS
o SEAPI-QMM
o ISI, KHQ
o E-PAQ
o Sexual function: PISQ-12

e Change in continence status
o Subjective report
o Obijective cure rate
o Negative stress (cough) test
o Number of incontinence episodes per day

e Patient satisfaction/patient reported improvement
o Patient Global Impression of Improvement (PGlI)
o Number of women who are satisfied

Important

e Adverse events (immediate post-op or perioperative)
o Severe bleeding requiring a blood transfusion
o Internal organ injury (to bladder or bowel)
e Complications >12 months
o Pain
o Mesh erosion or extrusion (vaginal, bladder, urethra)
o Fistula
o Need for catheterisation
o Infection (recurrent UTI, wound)
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Field (based on PRISMA-P

Eligibility criteria — study design

Other inclusion exclusion criteria

Proposed sensitivity/sub-group analysis,
or meta-regression

Selection process — duplicate
screening/selection/analysis

Content
o De novo overactive bladder symptoms
o Occurrence of POP
o Wound complications (hernia)
e Repeat surgery (for Ul or POP, or mesh complications)
Systematic reviews of RCTs
RCTs
In absence of full text published RCTs, conference abstracts will be considered.
Prospective observational studies for evaluating long-term complications (>12 months).
RCTs with <10 participants will not be included.
English language only.
Population Subgroups:
Type of Ul
e Pure stress
e Mixed Ul

Surgical status

e Repeat or recurrent surgery
e Treatment naive

e Concomitant POP surgery

Special consideration will be given to the following groups for which data will be reviewed and analysed
separately if available:

¢ older women

e women with physical disabilities

e women with cognitive impairment

e women who are considering future pregnancy

Duplicate screening will be performed using STAR - minimum sample size is 10% of the total for <1000 titles
and abstracts, and 5% of the total for 21000 titles and abstracts. All discrepancies are discussed and resolved
between 2 screeners. Any disputes will be resolved in discussion with the Senior Systematic Reviewer. Data

164

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT

(October 2018)


http://www.prisma-statement.org/Extensions/Protocols.aspx

DRAFT FOR CONSULTATION
Surgical and conservative management of stress urinary incontinence

Field (based on PRISMA-P

Data management (software)

Information sources — databases and
dates

Identify if an update
Author contacts

Highlight if amendment to previous
protocol

Search strategy — for one database
Data collection process — forms/duplicate

Data items — define all variables to be
collected

Methods for assessing bias at
outcome/study level

Criteria for quantitative synthesis
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Content

extraction will be supervised by a senior reviewer. Draft excluded studies and evidence tables will be
discussed with the Topic Advisor, prior to circulation to the Topic Group for their comments. Resolution of
disputes will be by discussion between the senior reviewer, Topic Advisor and Chair.

Pairwise meta-analyses, if possible, will be performed using Cochrane Review Manager (RevMan5).
‘GRADEpro’ will be used to assess the quality of evidence for each outcome.

NGA STAR software will be used for generating bibliographies/citations, study sifting, data extraction and
recording quality assessment using checklists (AMSTAR — Systematic reviews, Cochrane RoB — RCTs, NOS
— Cohort studies).

Sources to be searched: Medline, Medline In-Process, CCTR, CDSR, DARE, HTA, Embase.

Limits (e.g. date, study design): All study designs. Apply standard animal/non-English language filters.
Supplementary search techniques: No supplementary search technigues were used.

For details please see appendix B.

This is a new review question.

Developer: The National Guideline Alliance
https://www.nice.org.uk/quidance/indevelopment/gid-ng10035.

For details please see section 4.5 of Developing NICE guidelines: the manual 2014.

For details please see appendix B.

A standardised evidence table format will be used, and published as appendix D (clinical evidence tables) or
H (economic evidence tables).

For details please see evidence tables in appendix D (clinical evidence tables) or H (economic evidence
tables).

Standard study checklists were used to critically appraise individual studies. For details please see section 6.2
of Developing NICE guidelines: the manual 2014.

The risk of bias across all available evidence was evaluated for each outcome using an adaptation of the
‘Grading of Recommendations Assessment, Development and Evaluation (GRADE) toolbox’ developed by the
international GRADE working group http://www.gradeworkinggroup.org/

For details please see section 6.4 of Developing NICE guidelines: the manual 2014.
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Field (based on PRISMA-P. Content

Methods for analysis — combining studies  For details of the methods please see supplementary material C.
and exploring (in)consistency

Meta-bias assessment — publication bias,  For details please see section 6.2 of Developing NICE guidelines: the manual 2014.
selective reporting bias

Assessment of confidence in cumulative For details please see sections 6.4 and 9.1 of Developing NICE guidelines: the manual 2014.
evidence

Rationale/context — Current management  For details please see the introduction to the evidence review.

Describe contributions of authors and A multidisciplinary committee (https://www.nice.org.uk/guidance/cgl71/history) developed the evidence
guarantor review. The committee was convened by the National Guideline Alliance and chaired by Fergus MacBeth in
line with section 3 of Developing NICE guidelines: the manual 2014.
Staff from the National Guideline Alliance undertook systematic literature searches, appraised the evidence,
conducted meta-analysis and cost-effectiveness analysis where appropriate, and drafted the evidence review
in collaboration with the committee. For details of the methods please see supplementary material C.

Sources of funding/support The National Guideline Alliance is funded by NICE and hosted by Royal College of Obstetrics and
Gynaecology.

Name of sponsor The National Guideline Alliance is funded by NICE and hosted by Royal College of Obstetrics and
Gynaecology.

Roles of sponsor NICE funds the National Guideline Alliance to develop guidelines for those working in the NHS, public health
and social care in England.

PROSPERO registration number Not registered with PROSPERO.
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Appendix B — Literature search strategies

Literature search strategies for review question: What is the most effective
surgical management of stress urinary incontinence, including mesh and non-
mesh procedures?

Database: Medline & Embase (Multifile)
Last searched on Embase Classic+tEmbase 1947 to 2018 June 01, Ovid MEDLINE(R) In-Process
& Other Non-Indexed Citations and Ovid MEDLINE(R) 1946 to Present.

Date of last search: 4t June 2018.

#

©CoO~NOOU A~ WNBE

45

46
47
48

Searches

Urinary Incontinence, Stress/ use ppez

Stress Incontinence/ use emczd

Mixed Incontinence/ use emczd

(urine adj2 (loss or leak$)).tw.

((stress$ or mix$ or effort$) adj5 incontinen$).tw.

SUL.tw.

or/1-6

Suburethral Slings/ use ppez

Surgical Mesh/ use ppez

Urinary Sphincter, Atrtificial/ use ppez

exp suburethral sling/ use emczd

exp surgical mesh/ use emczd

colposuspension/ use emczd

bladder sphincter prosthesis/ use emczd

retropubic$.ti,ab.

"bottom up".ti,ab.

"top down".ti,ab.

(tension$ adj3 (tape$ or vagina$)).ti,ab.

TVT$.ti,ab.

((transvagin$ or trans-vagin$) adj3 tape$).ti,ab.

(transobturator$ or trans-obturators$).ti,ab.

"outside in".ti,ab.

"inside out".ti,ab.

(single adj incision).ti,ab.

(minisling$ or mini-sling$).ti,ab.

((sling$ or tape$ or hammock$) adj3 (procedure$ or operat$ or surg$)).ti,ab.

((fascia$ or subfascia$ or sub-fascia$ or autologous$ or adjust$) adj3 (sling$ or tape$ or hammock$)).ti,ab.
((midurethra$ or mid-urethra$ or suburethra$ or sub-urethra$ or synthetic$) adj3 (sling$ or tape$ or
hammock$)).ti,ab.

MUS.ti,ab.

(colposuspen$ or colpo-suspen$).ti,ab.

((retro-pubi$ or retropubi$ or abdomin$ or open or laparoscopic$) adj3 suspension$).ti,ab.

(miniarc or monarc or SPARC).ti,ab.

((artificial or prosthes$) adj3 sphincter$).ti,ab.

((transurethra$ or trans-urethra$ or paraurethra$ or para-urethra$ or periurethra$ or peri-urethra$) adj3 inject$).ti,ab.
(bulk$ adj3 agent$).ti,ab.

or/8-35

7 and 36

MMK .ti,ab.

(Marshall$ adj Marchett$ adj Krantz$).ti,ab.

(anterior adj3 repair).ti,ab.

38 or 39 or 40

7 and 41

37 or 42

(controlled clinical trial or pragmatic clinical trial or randomized controlled trial).pt. or drug therapy.fs. or (groups or
placebo or randomi#ed or randomly or trial).ab.

crossover procedure/ or double blind procedure/ or randomized controlled trial/ or single blind procedure/ or (assign*
or allocat* or crossover* or cross over* or ((doubl* or singl*) adj blind*) or factorial* or placebo* or random* or
volunteer*).ti,ab.

meta-analysis/

meta-analysis as topic/

systematic review/
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# Searches

49 meta-analysis/

50 (meta analy* or metanaly* or metaanaly*).ti,ab.

51 ((systematic or evidence) adj2 (review* or overview*)).ti,ab.

52 ((systematic* or evidence*) adj2 (review* or overview*)).ti,ab.

53 (reference list* or bibliograph* or hand search* or manual search* or relevant journals).ab.

54 (search strategy or search criteria or systematic search or study selection or data extraction).ab.

55 (search* adj4 literature).ab.

56 (medline or pubmed or cochrane or embase or psychlit or psyclit or psychinfo or psycinfo or cinahl or science citation
index or bids or cancerlit).ab.

57 cochrane.jw.

58 ((pool* or combined) adj2 (data or trials or studies or results)).ab.

59 letter/

60 editorial/

61 news/

62 exp historical article/

63 Anecdotes as Topic/

64 comment/

65 case report/

66 (letter or comment*).ti.

67 59 or 60 or 61 or 62 or 63 or 64 or 65 or 66

68 randomized controlled trial/ or random®*.ti,ab.

69 67 not 68

70 animals/ not humans/

71 exp Animals, Laboratory/

72 exp Animal Experimentation/

73 exp Models, Animal/
74 exp Rodentia/

75 (rat or rats or mouse or mice).ti.

76 69 or 70 or 71 or 72 or 73 or 74 or 75
7 letter.pt. or letter/

78 note.pt.

79 editorial.pt.

80 case report/ or case study/

81 (letter or comment*).ti.

82 77 or 78 or 79 or 80 or 81

83 randomized controlled trial/ or random*.ti,ab.
84 82 not 83

85 animal/ not human/

86 nonhuman/

87 exp Animal Experiment/

88 exp Experimental Animal/

89 animal model/

90 exp Rodent/

91 (rat or rats or mouse or mice).ti.

92 84 or 85 or 86 or 87 or 88 or 89 or 90 or 91
93 76 use ppez

94 92 use emczd

95 93 or 94

96 44 use ppez

97 45 use emczd

98 96 or 97

99 or/46-47,50,52-57 use ppez

100 or/48-51,53-58 use emczd

101 99 or 100

102 43 and 95

103 43 not 102

104 98 or 101

105 103 and 104

106 limit 105 to english language

107 remove duplicates from 106 [RCT/SR data]
108 limit 103 to english language

109 remove duplicates from 108 [non-RCT data]

Database: Cochrane Library via Wiley Online

Date of last search: 4t June 2018.
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#1
#2
#3
#4
#5
#6
#7
#8
#9
#10
#11
#12
#13
#14
#15
#16
#17
#18
#19
#20

#21

#22

#23
#24
#25

#26
#27
#28

#29
#30

#31
#32
#33
#34
#35
#36
#37

Searches

MeSH descriptor: [Urinary Incontinence, Stress] this term only

(urine near/2 (loss or leak*)):ti,ab,kw (Word variations have been searched)

((stress* or mix* or effort*) near/5 incontinen*):ti,ab,kw (Word variations have been searched)
SUL:ti,ab,kw (Word variations have been searched)

#1 or #2 or #3 or #4

MeSH descriptor: [Suburethral Slings] explode all trees

MeSH descriptor: [Surgical Mesh] this term only

MeSH descriptor: [Urinary Sphincter, Artificial] this term only

retropubic*:ti,ab,kw (Word variations have been searched)

"bottom up":ti,ab,kw (Word variations have been searched)

"top down":ti,ab,kw (Word variations have been searched)

(tension* near/3 (tape* or vagina*)):ti,ab,kw (Word variations have been searched)

TVT*:ti,ab,kw (Word variations have been searched)

((transvagin* or trans-vagin*) near/3 tape*):ti,ab,kw (Word variations have been searched)
(transobturator* or trans-obturator*):ti,ab,kw (Word variations have been searched)

"outside in":ti,ab,kw (Word variations have been searched)

"inside out":ti,ab,kw (Word variations have been searched)

(single next incision):ti,ab,kw (Word variations have been searched)

(minisling* or mini-sling*):ti,ab,kw (Word variations have been searched)

((sling* or tape* or hammock*) near/3 (procedure* or operat* or surg*)):ti,ab,kw (Word variations have been
searched)

((fascia$ or subfascia* or sub-fascia* or autologous* or adjust*) near/3 (sling* or tape* or hammock*)):ti,ab,kw
(Word variations have been searched)

((midurethra* or mid-urethra* or suburethra* or sub-urethra* or synthetic*) near/3 (sling* or tape* or
hammock?*)):ti,ab,kw (Word variations have been searched)

MUS:ti,ab,kw (Word variations have been searched)

(colposuspen* or colpo-suspen*):ti,ab,kw (Word variations have been searched)

((retro-pubi* or retropubi* or abdomin* or open or laparoscopic*) near/3 suspension®):ti,ab,kw (Word variations
have been searched)

(miniarc or monarc or SPARC):ti,ab,kw (Word variations have been searched)

((artificial or prosthes*) near/3 sphincter*):ti,ab,kw (Word variations have been searched)
((transurethra* or trans-urethra* or paraurethra* or para-urethra* or periurethra* or peri-urethra*) near/3
inject*):ti,ab,kw (Word variations have been searched)

(bulk* near/3 agent*):ti,ab,kw (Word variations have been searched)

#6 or #7 or #8 or #9 or #10 or #11 or #12 or #13 or #14 or #15 or #16 or #17 or #18 or #19 or #20 or #21 or #22 or
#23 or #24 or #25 or #26 or #27 or #28 or #29

#5 and #30

MMK:ti,ab,kw (Word variations have been searched)

(Marshall* next Marchett* next Krantz*):ti,ab,kw (Word variations have been searched)

(anterior near/3 repair):ti,ab,kw (Word variations have been searched)

#32 or #33 or #34

#5 and #35

#31 or #36

Literature search strategies for review question: What is the effectiveness of
surgical management of stress urinary incontinence (including mesh and non-
mesh procedures), compared to pelvic floor muscle training?

Database: Medline & Embase (Multifile)

Last searched on Embase Classic+tEmbase 1947 to 2018 January 05, Ovid MEDLINE(R) Epub
Ahead of Print, In-Process & Other Non-Indexed Citations, Ovid MEDLINE(R) Daily and Ovid
MEDLINE(R) 1946 to Present

Date of last search: 8" January 2018.

#

©oO~NOOUA~WNPE

Searches

Urinary Incontinence, Stress/ use ppez

Stress Incontinence/ use emczd

Mixed Incontinence/ use emczd

(urine adj2 (loss or leak$)).tw.

((stress$ or mix$ or effort$) adj5 incontinen$).tw.
SULtw.

or/1-6

Suburethral Slings/ use ppez

Surgical Mesh/ use ppez
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#

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75
76

Searches

Urinary Sphincter, Artificial/ use ppez

exp suburethral sling/ use emczd

exp surgical mesh/ use emczd

colposuspension/ use emczd

bladder sphincter prosthesis/ use emczd

retropubic$.ti,ab.

"bottom up".ti,ab.

"top down".ti,ab.

(tension$ adj3 (tape$ or vagina$)).ti,ab.

TVTS$.ti,ab.

((transvagin$ or trans-vagin$) adj3 tape$).ti,ab.

(transobturator$ or trans-obturators$).ti,ab.

"outside in".ti,ab.

"inside out".ti,ab.

(single adj incision).ti,ab.

(minisling$ or mini-sling$).ti,ab.

((sling$ or tape$ or hammock$) adj3 (procedure$ or operat$ or surg$)).ti,ab.
((fascia$ or subfascia$ or sub-fascia$ or autologous$ or adjust$) adj3 (sling$ or tape$ or hammock$)).ti,ab.
((midurethra$ or mid-urethra$ or suburethra$ or sub-urethra$ or synthetic$) adj3 (sling$ or tape$ or
hammock$)).ti,ab.

MUS.ti,ab.

(colposuspen$ or colpo-suspen$).ti,ab.

((retro-pubi$ or retropubi$ or abdomin$ or open or laparoscopic$) adj3 suspension$).ti,ab.
(miniarc or monarc or SPARC).ti,ab.

((artificial or prosthes$) adj3 sphincter$).ti,ab.

((transurethra$ or trans-urethra$ or paraurethra$ or para-urethra$ or periurethra$ or peri-urethra$) adj3 inject$).ti,ab.
(bulk$ adj3 agent$).ti,ab.

MMK ti,ab.

(Marshall$ adj Marchett$ adj Krantz$).ti,ab.

(anterior adj3 repair).ti,ab.

or/8-38

7 and 39

Urinary Incontinence, Stress/su use ppez

Stress Incontinence/su use emczd

40 or 41 or 42

surg$.m_titl.

7 and 44

exp Exercise Therapy/ use ppez

exp Physical Therapy Modalities/ use ppez

exp exercise/ use emczd

pelvic floor muscle training/ use emczd

kinesiotherapy/ use emczd

muscle training/ use emczd

((pelvic floor or PFM) adj5 (training or exercise$ or physiotherap$ or physical or therap$ or rehabilitat$)).tw.
(PFPT or PFME).tw.

Resistance Training/ use ppez

resistance training/ use emczd

physiotherapy/ use emczd

physiotherap$.tw.

((strength$ or resistan$) adj3 (training or exercise$ or physiotherap$)).tw.
((pelvic floor or PFM or pelvic muscle$) adj3 strengthen$).tw.

or/46-59

43 and 60

45 and 60

61 or 62

remove duplicates from 63

limit 64 to english language

letter/

editorial/

news/

exp historical article/

Anecdotes as Topic/

comment/

case report/

(letter or comment*).ti.

66 or 67 or 68 or 69 or 70 or 71 or 72 or 73

randomized controlled trial/ or random*.ti,ab.

74 not 75
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#
77
78
79
80
81
82
83
84
85
86
87
88
89
90
91
92
93
94
95
96
97
98
99
100
101
102
103
104

Searches

animals/ not humans/

exp Animals, Laboratory/

exp Animal Experimentation/

exp Models, Animal/

exp Rodentia/

(rat or rats or mouse or mice).ti.

76 or 77 or 78 or 79 or 80 or 81 or 82
letter.pt. or letter/

note.pt.

editorial.pt.

case report/ or case study/

(letter or comment*).ti.

84 or 85 or 86 or 87 or 88
randomized controlled trial/ or random®*.ti,ab.
89 not 90

animal/ not human/

nonhuman/

exp Animal Experiment/

exp Experimental Animal/

animal model/

exp Rodent/

(rat or rats or mouse or mice).ti.

91 or 92 or 93 or 94 or 95 or 96 or 97 or 98
83 use ppez

99 use emczd

100 or 101

65 and 102

65 not 103

Database: Cochrane Library via Wiley Online

Date of last search: 8" January 2018.

#
#1
#2
#3
#4
#5
#6
#7
#8
#9
#10
#11
#12
#13
#14
#15
#16
#17
#18
#19
#20

#21
#22
#23
#24
#25
#26
#27
#28

#29

Searches

MeSH descriptor: [Urinary Incontinence, Stress] this term only

(urine near/2 (loss or leak*)):ti,ab,kw (Word variations have been searched)

((stress* or mix* or effort*) near/5 incontinen*):ti,ab,kw (Word variations have been searched)
SUL:ti,ab,kw (Word variations have been searched)

#1 or #2 or #3 or #4

MeSH descriptor: [Suburethral Slings] explode all trees

MeSH descriptor: [Surgical Mesh] this term only

MeSH descriptor: [Urinary Sphincter, Artificial] this term only

retropubic*:ti,ab,kw (Word variations have been searched)

"bottom up™:ti,ab,kw (Word variations have been searched)

"top down":ti,ab,kw (Word variations have been searched)

(tension* near/3 (tape* or vagina*)):ti,ab,kw (Word variations have been searched)

TVT*:ti,ab,kw (Word variations have been searched)

((transvagin* or trans-vagin*) near/3 tape*):ti,ab,kw (Word variations have been searched)
(transobturator* or trans-obturator*):ti,ab,kw (Word variations have been searched)

"outside in":ti,ab,kw (Word variations have been searched)

"inside out":ti,ab,kw (Word variations have been searched)

(single next incision):ti,ab,kw (Word variations have been searched)

(minisling* or mini-sling*):ti,ab,kw (Word variations have been searched)

((sling* or tape* or hammock*) near/3 (procedure* or operat* or surg*)):ti,ab,kw (Word variations have been
searched)

((fascia$ or subfascia* or sub-fascia* or autologous* or adjust*) near/3 (sling* or tape* or hammock*)):ti,ab,kw (Word
variations have been searched)

((midurethra* or mid-urethra* or suburethra* or sub-urethra* or synthetic*) near/3 (sling* or tape* or
hammock®*)):ti,ab,kw (Word variations have been searched)

MUS:ti,ab,kw (Word variations have been searched)

(colposuspen* or colpo-suspen®):ti,ab,kw (Word variations have been searched)

((retro-pubi* or retropubi* or abdomin* or open or laparoscopic*) near/3 suspension*):ti,ab,kw (Word variations have
been searched)

(miniarc or monarc or SPARC):ti,ab,kw (Word variations have been searched)

((artificial or prosthes*) near/3 sphincter*):ti,ab,kw (Word variations have been searched)
((transurethra* or trans-urethra* or paraurethra* or para-urethra* or periurethra* or peri-urethra*) near/3
inject*):ti,ab,kw (Word variations have been searched)

(bulk* near/3 agent*):ti,ab,kw (Word variations have been searched)
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#30
#31
#32
#33

#34
#35
#36
#37

#38
#39
#40
#41

#42
#43
#44
#45
#46
#AT
#48

Searches

MMK:ti,ab,kw (Word variations have been searched)

(Marshall* next Marchett* next Krantz*):ti,ab,kw (Word variations have been searched)

(anterior near/3 repair):ti,ab,kw (Word variations have been searched)

#6 or #7 or #8 or #9 or #10 or #11 or #12 or #13 or #14 or #15 or #16 or #17 or #18 or #19 or #20 or #21 or #22 or
#23 or #24 or #25 or #26 or #27 or #28 or #29 or #30 or #31 or #32

MeSH descriptor: [Urinary Incontinence, Stress] this term only and with qualifier(s): [Surgery - SU]

MeSH descriptor: [Exercise Therapy] explode all trees

MeSH descriptor: [Physical Therapy Modalities] explode all trees

((pelvic floor or PFM) near/5 (training or exercise* or physiotherap* or physical or therap* or rehabilitat*)):ti,ab,kw
(Word variations have been searched)

(PFPT or PEME):ti,ab,kw (Word variations have been searched)

MeSH descriptor: [Resistance Training] this term only

physiotherap*:ti,ab,kw (Word variations have been searched)

((strength* or resistan*) near/3 (training or exercise* or physiotherap*)):ti,ab,kw (Word variations have been
searched)

((pelvic floor or PFM or pelvic muscle*) near/3 strengthen*):ti,ab,kw (Word variations have been searched)
#35 or #36 or #37 or #38 or #39 or #40 or #41 or #42

#5 and #33 and #43

#34 and #43

surg*:ti,ab,kw (Word variations have been searched)

#5 and #46 and #43

#44 or #45 or #47
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Appendix C - Clinical evidence study selection

Clinical evidence study selection for review question: what is the most effective
surgical management of stress urinary incontinence, including mesh and non-
mesh procedures?

Figure 1: PRISMA flow chart for review question: What is the most effective surgical
management of stress urinary incontinence, including mesh and non-mesh
procedures?

Title and abstract

search
N=2,334
|
¥ ¥
Full text search Weed out
N=535 N=1,799
Exclude
Include N=397
N=138 (See excluded studies

list)

Included from ESTER}
study <

N=3

<

Total included studies
N=141
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Clinical evidence study selection for review question: What is the effectiveness of
surgical management of stress urinary incontinence (including mesh and non-
mesh procedures), compared to pelvic floor muscle training?

Figure 2: PRISMA flow chart for surgery versus pelvic floor muscle training for stress
urinary incontinence

Title and abstract

search
N=685
Full text search Weed out
N=62 N=623
Exclude
Include N=56
N=6 (See excluded studies
list)
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Appendix D — Clinical evidence tables

Evidence tables for review question: What is the most effective surgical management of stress urinary incontinence, including
mesh and non-mesh procedures?

Table 18:
Study details

Full citation
Abdel-Fattah,M.,
Barrington,J.W.,
Arunkalaivanan,
A.S., Pelvicol
pubovaginal
sling versus
tension-free
vaginal tape for
treatment of
urodynamic
stress
incontinence: a
prospective
randomized
three-year
follow-up study,
European
Urology, 46,
629-635, 2004
Ref Id

128378

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions

Interventions

Intervention:
Synthetic sling

Sample size
N=142 randomised
Intervention, n=68

Control, n=74 Control: Non-
autologous
Characteristics biological sling

See entry for
Arunkalaivanan et al.
2003

Inclusion criteria
See entry for
Arunkalaivanan et al.
2003

Exclusion criteria

See entry for
Arunkalaivanan et al.
2003

Evidence tables for randomised controlled trials

Methods

Details

See entry for Arunkalaivanan et al.
2003

175

Outcomes and Results

Results

See entry for
Arunkalaivanan et al.
2003

Comments

Limitations

See entry for
Arunkalaivanan et al.
2003

Other information
Original study reported
in Arunkalaivanan et al.
2003
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Study details Participants Interventions Methods Outcomes and Results Comments

Countrylies
where the study
was carried out
UK

Study type

RCT

Aim of the study
To present
three-year follow
up data of TVT
compared to
Pelvicol sling in
women with
pure
urodynamic
stress
incontinence

Study dates

Not reported, 12
month duration

Source of
funding

None reported

Full citation Sample size Interventions Details Results Limitations
Abdelwahab,0., N=60 randomised TVT-Secur Follow up of at least 9 months. Cure* at 6 months -
Shedid,|., Al- TVT-Secur: n=30 TVT TVT-Secur n (%)
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Study details
Adl,A.M.,
Tension-free
vaginal tape
Versus secure
tension-free
vaginal tape in
treatment of
female stress
urinary
incontinence,
Current Urology,
4,93-98, 2010
Ref Id

135793

Country/ies
where the study
was carried out

Egypt
Study type
RCT

Aim of the study
To compare
outcomes of
TVT and TVT-
Secur in women
with genuine
SUl

Study dates

Participants

TVT: n=30
Characteristics

Age (years) -

mean £SD
TVT-Secur: 40.2 (11)
TVT: 39.2 (9)

BMI - mean £SD
TVT-Secur: 22.1 (3.3)
TVT: 25.6 (2.1)
Parity - mean +SD
TVT-Secur: 2.3 (2.4)
TVT: 2.1 (1.2)
Postmenopausal - n
(%)

TVT-Secur: 3 (10)
TVT: 2 (7)

Inclusion criteria
Women with

clinically- and
urodynamically-proven
Sul

Exclusion criteria
Women with
detrusor overactivity;

low bladder volume
(<200 ml)

>grade 2 cystocele;

Interventions

Methods

TVT-Secur procedure using U-
shaped technique.
TVT

Procedure as described by Ulmsten
1995.

177

Outcomes and Results

TVT-Secur: 28 (93.4)
TVT: 26 (90.1)
Improvement** at 6
months - n (%)
TVT-Secur: 1 (3.3)
TVT: 2 (6.6)
Success rate (cure +
improvement) - n (%)
TVT-Secur: 29 (96.7)
TVT: 28 (93.3)
Adverse events -
bladder injury - n (%)
TVT-Secur: 0

TVT: 2 (6.7)
Complications at 9-
months - n (%)

Pain (dyspareunia)
TVT-Secur: 3 (10)
TVT: 1(3.3)

Need for catheterisation
TVT-Secur: 3 (10)
TVT: 2 (6.7)

De novo urgency
TVT-Secur: 4 (13.3)
TVT: 2 (6.7)

Infection

TVT-Secur: 8 (26.7)
TVT: 6 (20.0)

Comments

Random sequence
generation: Unclear risk
(insufficient information)
Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (no missing data)
Selective reporting:
Unclear risk (insufficient
infomation)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details Participants

Unclear, not Type 0 SUI (Blavias
reported and Olsson

classification 1988)
Source of recurrent SUI
funding

Not reported

Full citation Sample size
Aigmuller, T., N=569 randomised
Tammaa, A., Retropubic tension-
Tamussino, K., free vaginal tape
Hanzal, E., (TVT): n=285 treated
Umek, W., Transobturator tape
el [0, (TVT-0): n=269
Kropshofer, S., treated
Bjelic-Radisic,

V., Haas, J., e
Giuliani, A., Characteristics
Lang, P. F. J,, Age (years) - mean
Preyer, O., +SD

Peschers, U., TVT: 59.7 (11.3)
Jundt, K., Ralph,  TvT.0:58.6 (10.7)
Si-éSD“P”Q/L’ A. BMI-mean +SD
Retropubic vs. TVT:27.7(5.3)
transobturator TVT-O: 28.5 (4.9)

Parity - mean +SD
TVT: 2.2 (1.2)
TVT-0: 2.2 (1.3)

tension-free
vaginal tape for
female stress
urinary
incontinence: 3-

Month resulis of Inclusion criteria

Interventions

Interventions
TVT
TVT-O

Methods

Details

ClinicalTrials.gov, NCT00441454. All
participating surgeons experienced
with TVT and performed 10
transobturator procedures. Mode of
anaesthetic and postoperative
analgesia not stipulated.
Retropubic sling (TVT)

Gynecare TVT used, procedure
according to Ulmsten et al. 1996.
Cystoscopy performed in all cases.
Transobturator sling (TVT-O)
Gynecare TVT-O used, procedure
according to de Leval et al. 2003
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Outcomes and Results
*defined as self-reported
completely dry

**defined as wetting but
less than before surgery

Results

Note: 5-year follow up
data from Tammaa et al.
2017.

Obijective cure at 3-
month FU (negative
cough stress test with
stable cystometry to 300
ml) - n (%)

TVT: 215 (87.0)

TVT-O: 196 (84.1)
Objective cure at 5-year
FU - n (%)

TVT: 115 (83.3)

TVT-O: 105 (75.5)
Subjective cure at 3-
months FU (no self-
reported pad use) - n
(%)

TVT: 157 (64.0)

TVT-0O: 137 (59.0)
Subjective cure at 5-
year FU

Comments

Limitations

Random sequence

generation: Low risk
(computer-generated
block randomisation)

Allocation concealment:
Low risk (central
allocation)

Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: High risk
(assessors not blinded to
group assignment)

Incomplete outcome data:
Unclear/High risk (13%
dropout in each group at
3-mo follow up for similar
reasons; 44% and 37%
dropout rate for similar
reasons in TVT and TVT-

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details

a randomized
controlled trial,
International
Urogynecology
Journal and
Pelvic Floor
Dysfunction, 25,
1023-1030,
2014

Ref Id

669610
Countrylies
where the study
was carried out

Austria
Study type
Multicentre RCT

Aim of the study

To compare
objective and
subjective
outcomes of
TVT with TVT-O
in women with
SuUl

Study dates

01/2005 to
07/2007

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods

Women

with planned primary
surgery

for urodynamically-
proven SUI (positive
cough stress test with
300 ml full bladder)
no planned
concomitant prolapse
surgery or
hysterectomy
willingness to
participate in follow up

Exclusion criteria
Women with

detrusor overactivity or
a

predominant complaint
of overactive bladder
planned concomitant
prolapse or other
major surgery
previous incontinence
surgery other than
colporrhaphy

residual urine 2100 ml
neurologic disease
allergy to local
anaesthetic agents

179

Outcomes and Results
TVT: 81 (59.6)

TVT-O: 88 (66.2)
Improvement at 3-mo
FU (Response of 'very
much' or 'much’ better
on PGI-l) - n (%)

TVT: 123 (43.1)

TVT-0: 107 (39.8)

PGI-S at 3 months
- mean +SD

TVT: 1.48 (0.79)
TVT-O: 1.40 (0.76)

PGI-S at 5 years -
mean =SD

TVT: 1.5 (0.7)

TVT-O: 1.6 (0.8)
Adverse events -
bladder injury - n (%)
TVT: 11 (3.9)

TVT-O: 0

Adverse events - severe
bleeding requiring
transfusion - n (%)
TVT: 0

TVT-O: 0

Repeat surgery for SUI
at 3-months - n (%)
TVT: 0

TVT-O: 0

Comments

O groups, respectively, at
5-year follow up, sufficient
to induce clinically
relevant bias in effect
estimate)

Selective reporting: Low
risk (protocol available, all
outcomes reported)

Other bias: Low risk
(appears free from other
sources of bias)

Other information

5 year follow up data
reported in Tammaa et al.
2017.
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Study details Participants Interventions Methods Outcomes and Results Comments
Source of coagulation disorders Repeat surgery for SUI
funding or other between 3-mo and 5-
Funded by contraindications for years - n (%)
Austrian surgery TVT: 1 (0.6)
Urogynecology TVT-O: 1 (0.6)
Working Group Repeat surgery for POP
at 3-months - n (%)
TVT: 0
TVT-O: 0

Repeat surgery for
mesh complications at
3-months FU - n (%)
TVT: 3 (1.0)

TVT-0: 1 (0.4)
Repeat surgery for
mesh complications
between 3-mo and 5-
year FU - n (%)

TVT: 4 (2.5)
TVT-O:3(1.8)

KHQ at 3 months FU
(TVT, n=247; TVT-O,
n=233) - mean +SD
General: TVT: 25.93
(18.47); TVT-O: 25.76
(18.37)

Incontinence: TVT:
28.70 (36.02); TVT-O:
21.43 (31.84)
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Study details Participants Interventions Methods Outcomes and Results Comments

Role limitations: TVT:
18.14 (28.83); TVT-O:
12.28 (21.64)

Physical limitations:
TVT: 19.00 (29.97);
TVT-0O: 12.98 (23.72)
Social limitations: TVT:
7.86 (18.27); TVT-O:
4.70 (13.85)

Personal relationships:
TVT: 11.24 (26.90);
TVT-O: 5.88 (18.75)
Emotions: TVT:

15.63 (25.89); TVT-O:
9.46 (20.81)
Sleep/energy: TVT:
12.62 (18.74); TVT-O:
11.41 (15.42)
Severity: TVT:

43.88 (29.65); TVT-O:
39.02 (27.35)

OAB: TVT: 65.88
(35.03); TVT-O: 70.96
(34.65)

SUl: TVT: 87.50 (29.23);
TVT-0O: 90.13 (24.52)
Intercourse: TVT:
100.00 (0.00); TVT-O:
99.34 (5.74)
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Study details Participants Interventions Methods Outcomes and Results Comments

KHQ at 5-year FU (TVT,
n=161; TVT-O, n=170) -
mean +SD

General: TVT: 31.6
(21.6); TVT-O:

30.7 (23.3)
Incontinence: TVT:
23.1 (31.5); TVT-O:
24.8 (32.9)

Role limitations: TVT:
12.3 (23.9); TVT-O:
15.7 (26.9)

Physical limitations:
TVT: 15.1 (26.5); TVT-
0: 16.3 (29.4)

Social limitations: TVT:
13.7 (18.6); TVT-O:
14.3 (17.7)

Personal relationships:
TVT: 23.7 (23.0); TVT-
0O: 18.4 (16.9)
Emotions: TVT:

12.6 (27.3); TVT-O:
10.3 (22.5)
Sleep/energy: TVT:
14.9 (23.1); TVT-O:
16.6 (23.0)

Severity: TVT:

39.6 (27.3); TVT-O:
42.9 (27.3)
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Study details Participants Interventions Methods Outcomes and Results Comments

OAB: TVT: 41.6 (37.6);
TVT-0: 31.7 (33.5)

SUl: TVT: 38.5 (45.1);
TVT-O: 45.5 (46.8)
Intercourse: TVT:
43.8 (41.7); TVT-O:
18.2 (40.5)

UTI: TVT: 42.9 (45.0);
TVT-0: 40.0 (44.7)

Bladder pain: TVT: 30.0
(44.7); TVT-O: 8.3
(20.4)

Complications - (n; %)
Pain at 3-months FU:
TVT (10; 4.0); TVT-O
(15; 6.4)

Pain at 5-year FU: TVT
(2;1.4); TVT-O (4; 2.7)
Mesh extrusion at 5-
year FU: TVT (4; 3.0);
TVT-O (4; 3.0)

Infection (wound) at 3-
months FU: TVT (1;
0.4); TVT-O (0)
Infection (UTI) at 4-5-
year FU: TVT (31; 21.2);
TVT-O (28; 18.2)

Full citation Sample size Interventions Details Results Limitations

Al-Azzawi, I. S., N=80 randomised Intervention: Same surgeon performed both Cure* at 1 week - n (%) Random sequence

The first Iraqi Synthetic sling surgeries with patients under TOT: 38 (95) generation: Low risk
183
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Study details
experience with
the rectus fascia
sling and
transobturator
tape for female
stress
incontinence: A
randomised trial,
Arab Journal of
Urology Print,
12, 204-8, 2014
Ref Id

542569

Country/ies
where the study
was carried out
Iraq

Study type

RCT

Aim of the study

To describe first
Iraqi experience
with autologous
rectus fascia
slings compared
to TOT in
women with SUI

Study dates

Interventions
Control:

Participants
Intervention (rectus
fascia sling; RFS):
n=40

Control (transobturator
tape; TOT): n=40

sling

Characteristics

Age (years) -

mean £SD

TOT: 39.2 (4.7)
RFS: 42.8 (6)

Parity - mean £SD
TOT: 4.1 (0.9)

RFS: 4.6 (1.1)
Previous
pelvic/vaginal surgery
- n (%)

TOT: 22 (55)

RFS: 23 (58)
Concurrent cystocele -
n (%)

TOT: 31 (78)

RFS: 33 (83)
Number of women
with pure SUI - n (%)
TOT: 29 (73)

RFS: 32 (80)
Number of women
with mixed Ul - n (%)
TOT: 11 (28)

Autologous fascial

Methods

general anaesthesia. In both
procedures, 18-F Foley catheter
urethrally introduced and maintained
for 2-4 days.

Follow up: mean 1 year FU (range
0.5-4)

Synthetic sling (TOT)

Technigue in line with DeLorme
adopted.

Autologous rectus fascial sling

Autologous recus fascia sling used
with surgery performed via
combined abdominal-vaginal
approach with 12 x 2cm rectus
fascia. Two 0-nylon threads sutured
at both ends of sling. After
positioning for retropubic approach,
mid part of sling fixed to perirethral
fascia using 4-0 polyglactin sutures.
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Outcomes and Results
RFS: 39 (98)

Adverse events -
bladder injury - n (%)
TOT: 0

RFS: 0

Adverse events - bowel
injury - (%)

TOT: 0

RFS: 0

Complications at mean
1 year FU (range 0.5-4)
Mesh extrusion: TOT
(0); RFS (0)

Pain: TOT (5; 13); RFS
(0)

Wound complications:
TOT (0); RFS (8; 20)
De novo OAB - detrusor
overactivity: TOT (2; 5);
RFS (2; 5)

*Defined as significant
self-reported dryness,
no use of pads, negative
stress test and
acceptable voiding
stream [max flow rate
215 ml/s]

Comments

(random number table
used)

Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (no dropouts
reported)

Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details

12/2004 to
07/2012

Source of
funding

None

Full citation

Albo, M. E.,
Kraus, S. R.,
Zimmern, P. E.,
Chai, T. C,,
Zyczynski, H.,

Participants
RFS: 8 (20)

Inclusion criteria
Women with

pure SUI or stress-
predominant mixed Ul

BMI<30 kg/m2

Exclusion criteria
Women with
mild degree of Ul

concomitant cystocele
>grade 1

actival vaginal infectin
or urinary tract
infection

neurogenic voiding
dysfunction
significant postvoid
residual urine volume
other bladder or
urethral pathologies
and fistulae

Sample size
N=655 randomised
Intervention, n=329
Control, n=326

Interventions Methods

Details

ClinicalTrials.gov: NCT00064662;
SISTEr trial (Stress Incontinence
Surgical Treatment Efficacy Trial).
Both procedures were standardised
across participating centres. In both

Interventions
Intervention:
Colposuspension
Control: Fascial
sling
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Outcomes and Results

Results

Note: Data for 5-years
from Brubaker et al.
2012; complications
data from Chai et al.
2009.

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
permuted-block

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details

Diokno, A. C.,
Lemack, G. E.,
Mallett, V.,
Stoddard, A. M.,
Steers, W.,
Diokno, A.,
Khandwala, S.,
Brubaker, L.,
Fitzgerald, M.,
Richter, H. E.,
Lloyd, L. K.,
Albo, M., Nager,
C., Chai, T.,
Johnson, H. W.,
Zyczynski, H.
M., Leng, W.,
Zimmern, P.,
Lemack, G.,
Kraus, S.,
Rozanski, T.,
Norton, P., Kerr,
L., Chang, D.,
Kusek, J. W.,
Nyberg, L. M.,
Weber, A. M.,
Ashford, R. S.,
Baker, J.,
Borello-France,
D., Burgio, K. L.,
Chiang, S.,
Dabbous, A.,
Goode, P. S.,
Hammontree, L.

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants
Characteristics
Age (years) - mean
+SD
Colposuspension:
52.2 (10.5)

Sling: 51.6 (10.1)
BMI - mean £SD

Colposuspension:
29.7 (6.1)

Sling: 30.3 (6.1)
Number of women
with vaginal births
(0/1-2/=23) - %
Colposuspension:
8/46/46

Sling: 10/39/51
Previous incontinence
surgery (%)
Colposuspension: 15
Sling: 13
Postmenopausal (%)
Colposuspension: 71
Sling: 68
Concomitant surgery
(%)

No POP surgery:
Colposuspension (44);
Sling (40)

POP surgery with
anterior vaginal wall

Interventions

Methods

arms, cystoscopy used to confirm no
sutures in bladder and ureteral
function and drainage achieved
through use of suprapubic or Foley
catheter. Follow up: 2 years (Albo et
al. 2007), 5 years (Brubaker et al.
2012)

Burch colposuspension

Modified Burch Tanagho
colposuspension conducted.
Smallest possible incision made (4—
6 cm unless BMI >30 kg/m2), 2-3
Number=0 polypropylene sutures
used on each side from anterior
vagina to ipsilateral Cooper’'s
ligament and one set of sutures at
urethrovesical junction. Sutures tied
to elevate anterior vagina to
minimally retropubic position. Use of
laparoscopic procedure,
transvaginal Burch and alternative
anchoring materials such as
absorbable sutures and bone
anchors were not permitted.

Fascial sling (autologous)
Autologous rectus fascia material
used of at least 2 x 6 cm. Number=0
polypropylene suture used with sling
placed at proximal half of urethra,
bladder neck to mid-urethra. No
visible evidence of angulation of the
urethra/bladder neck at end of
procedure and no tension on the
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Outcomes and Results

Cure at 24-months* -
n/N

Colposuspension:
161/329

Sling: 215/326

*No self-reported
symptoms of stress
incontinence, negative
stress test and no
retreatment of stress
incontinence
Objective cure at 24-
months (negative cough
stress test) - n/N
Colposuspension:
181/329

Sling: 231/326
Objective cure at 24-
months (negative pad
test) - n/N
Colposuspension:
217/329

Sling: 228/326
Subjective cure at 24-
months (No self-
reported symptoms) -
n/N
Colposuspension:
125/329

Sling: 164/326

Comments

randomisation stratified by
clinical site)

Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)

Incomplete outcome data:
Low risk (ITT analysis)
Selective reporting: Low
risk (protocol available, all
outcomes reported)
Other bias: Low risk
(appears free from other
sources of bias)

Other information

Complications data
reported in Chai et al.
2009; 5-year follow up
data reported in Brubaker
et al. 2012.
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Study details
N., Kenton, K.,
Lesser, D.,
Luber, K.,
Lukacz, E.,
Markland, A.,
Menefee, S.,
Moalli, P.,
Peters, K.,
Sagan, E.,
Schaffer, J.,
Simsiman, A.,
Sirls, L., Starr,
R., Varner, R.
E., Bradt, R.,
Debes, K., Dinh,
R., Gruss, J.,
Hall, L., Howell,
A., Jesse, K.,
Kalinoski, D. L.,
Koches, K.,
Leemon, B.,
Mislanovich, K.,
O'Meara, S.,
Parent, J.,
Pope, N.,
Prather, C.,
Rogers, T.,
Sluder, S.,
Tulke, M.,
Dandreo, K. J.,
Leifer, C. J.,
McDermott, S.,
Stoddard, A.,

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants

repair (with or without
other repair):
Colposuspension (17);
Sling (23)

POP surgery without
anterior vaginal wall
repair (including
posterior wall and
apex):
Colposuspension (31);
Sling (32)

Other non-prolapse
surgery:
Colposuspension (8);
Sling (6)

Inclusion criteria
Women with
self-reported pure SUI
or stress-predominant
mixed Ul for at least 3
months

positive standardised
urinary stress test
eligible for both
procedures

able to complete 2
year FU

mean micturition <12
times per day

Interventions

Methods

sling. Use of laparoscopic
procedure, alternative sling
materials (e.g. synthetics, dermis,
small intestine submucosa, or
cadaveric tissue), alternative
anchoring materials (e.g. absorbable
sutures and bone anchors) not
permitted.
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Outcomes and Results Comments

Subjective cure at 5-
years (No leakage
according to response
on MESA questionnaire)
- n/N

Colposuspension: 54/32
9

Sling: 77/326

Improvement at 5-years
(number satisfied)

Colposuspension:
126/329

Sling: 148/326

Adverse events -
bladder injury - n/N

Colposuspension: 2/329
Sling: 0/326

Repeat surgery for SUI
at 24-months - n/N

Colposuspension:
28/255

Sling: 5/265
Repeat surgery for SUI
at 5 years - n/N

Colposuspension:
21/174

Sling: 4/183
Complications

Pelvic pain at 24-months
- n/N
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Study details
Tennstedt, S.,
Tinsley, L.,
Wruck, L., Xu,
Y., Gormley, E.
A., Abrams, P.,
Bland, D.,
Clemens, J. Q.,
Connett, J.,
Henderson, W.,
Fenner, D.,
Kelsey, S.,
Myers, D.,
Mostwin, J.,
Wadie, B.,
Burch
colposuspensio
n versus fascial
sling to reduce
urinary stress
incontinence,
New England
journal of
medicine, 356,
2143-2155,
2007

Ref Id
673659

Country/ies
where the study
was carried out
USA

Study type

Participants

MESA stress symptom
score (percentage of
total possible stress
score) greater than
MESA urge symptom
score (percentage of
total possible urge
score)

observation of leakage
by provocative stress
test at bladder volume
<300 mL (Valsalva or
cough-induced
detrusor instability
considered mixed Ul
and therefore allowed)

maximal cystometric
capacity 2200 mL
PVR <150 mL by
stress test or UDS
with POP Stage | or
lower; if POP Stage II-
IV, PVR >150 mL is
allowed

unobstructed voiding
(maximal flow rate 212
mL/s, PVR <150 mL,
and detrusor pressure
at maximal flow <50
cm H20; if POP Stage
[I-1V, maximal flow
rate <12 mL/s, PVR
>150 mL, and/or

Interventions

Outcomes and Results
Colposuspension: 0/329
Sling: 2/326

Fistula at 24-months -
n/N

Colposuspension: 1/329
Sling: 0/326

Ureteral injury at 24-
months - n/N
Colposuspension: 2/329
Sling: 0/326

Voiding dysfunction
(need for surgical
revision to facilitate
bladder emptying or use
of any type of catheter
after 6-wk visit) at 24-
months - n/N
Colposuspension: 0/329
Sling: 20/326

Need for catheterisation
at 24-months - n/N
Colposuspension:
22/329

Sling: 54/326 [data from
Chai et al. 2009,
includes intermittent
self-catheterisation and
catheter data]

De novo OAB - de novo
urge incontinence at 24-
months - n/N

Comments
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Study details
Multicentre RCT

Aim of the study
To compare
efficacy and
safety of fascial
sling and Burch
colposuspensio
n 2 years after
surgery in
women with
stress urinary
incontinence

Study dates

06/2004 to
06/2006

Source of
funding
Supported by
cooperative
agreements
(U01 DK58225,
U01 DK58229,
U01 DK58234,
U01 DK58231,
U01 DK60379,
U01 DK60380,
U01 DK60393,
UO01 DK60395,
U01 DK60397,

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods

detrusor pressure at
maximal >50 cm H20
allowed

Exclusion criteria
Women

<21 years-old
nonambulatory
(ambulatory with
assistive devices
allowed)

pregnancy by self-
report or positive
pregnancy test, or
self-reported intention
to become pregnant in
next 24 months
current cancer
chemotherapy or
radiotherapy
systemic disease
known to affect
bladder function (i.e.
Parkinson’s disease,
multiple sclerosis,
spina bifida, spinal
cord injury or trauma)
current or repaired
urethral diverticulum

189

Outcomes and Results Comments
Colposuspension:
11/329

Sling: 11/326

De novo OAB - de novo
urge incontinence at 5-
years - n/N
Colposuspension: 7/174
Sling: 3/183

Infection - serious
(recurrent) cystitis at 24-
months - n/N
Colposuspension: 5/329
Sling: 6/326

Infection - non-serious
cystitis at 24-months -
n/N

Colposuspension:
202/329

Sling: 299/326

Wound complication
requiring surgery at 24-
months - n/N
Colposuspension:
13/329

Sling: 11/326

Wound complication not
requiring surgery at 24-
months - n/N
Colposuspension:
69/329
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and UO1
DK60401) with
the National
Institute of
Diabetes and
Digestive and
Kidney
Diseases and by
the National
Institute of
Child Health and
Human
Development
and Office of
Research

in Women’s
Health of the
National
Institutes of
Health.
Individual
authors also
received grants
and fees from
variety of
pharmaceutical
and related
organisations.

Full citation
Albo, M. E.,

Litman, H. J.,
Richter, H. E.,

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions

prior augmentation
cystoplasty or artificial
sphincter

<12 mo postpartum
(delivery or other
termination after 20
weeks)

recent pelvic surgery,
endoscopic pelvic
surgery <6 weeks or
open pelvic surgery <6
months

participation in another
treatment intervention
trial that might
influence trial results

Interventions

Intervention:
Retropubic sling
Control:

Sample size
N=597 randomised
Intervention, n=298

Methods

Details

See entry for Richter et al. 2010 for
more details
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Outcomes and Results
Sling: 71/326

Results

See entry for Richter et
al. 2010 for more details

Comments

Limitations

See entry for Richter et al.
2010 for more details
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Study details
Lemack, G. E.,
Sirls, L. T., Chai,
T. C., Norton,
P., Kraus, S. R.,
Zyczynski, H.,
Kenton, K.,
Gormley, E. A,,
Kusek, J. W.,
Treatment
success of
retropubic and
transobturator
mid urethral
slings at 24
months, Journal
of Urology, 188,
2281-2287,
2012

Ref Id

673660
Countrylies
where the study
was carried out
USA

Study type
Multicentre RCT

Aim of the study
To report 2-year
outcomes
comparing
retropubic to

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Interventions Methods
Transobturator

sling

Participants
Control, n=299

Characteristics

See entry for Richter
et al. 2010 for more
details

Inclusion criteria
See entry for Richter
et al. 2010 for more
details

Exclusion criteria
See entry for Richter
et al. 2010 for more
details
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Outcomes and Results
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Study details Participants Interventions Methods Outcomes and Results Comments
transobturator

slings in women

with SUI

Study dates

04/2006 to
06/2008

Source of
funding
Supported by
cooperative
agreements
(UO1 DK58225,
U01 DK58229,
U01 DK58234,
U01 DK58231,
U01 DK60379,
U01 DK60380,
U01 DK60393,
U01 DK60395,
U01 DK60397,
and UO1
DK60401) from
the National
Institute of
Diabetes and
Digestive and
Kidney
Diseases and by
the National
Institute of Child
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Study details
Health and
Human
Development.
Partly funded by
NIH grants to 4
authors.

Full citation
Alkady, Hm, Eid,
A, Tension-free
vaginal tape
versus
transobturator
vaginal tape
inside-out for
the treatment of
female stress
urinary
incontinence,
Medical journal
of Cairo
University, 77,
317-26, 2009
Ref Id

673662
Countrylies
where the study
was carried out

Kuwait
Study type
RCT

Participants

Sample size
N=30 randomised
Intervention, n=15
Control, n=15

Characteristics

Age (years) - mean
(range)

Retropubic sling: 48
(32-62)
Transobturator sling;
50 (30-65)

Women with BMI>30
(%)

Retropubic sling: 13
Transobuturator sling:
6.7

Parity - mean (range)
Retropubic sling: 5 (2-
10)

Transobturator sling: 6
(1-13)

Menopausal (%)

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator
sling

Methods

Details

Gynecare non-absorbable
monofilament polypropylene tape

used for all slings used in both arms.

All patients received iv prophylactic
antibiotic at beginning of procedure.
Retropubic sling (TVT)

Procedure as described by Ulmsten
et al. 1999 with exception of use of
general or epidural anaesthesia.
Cystoscopy performed in all cases.
Transobturator sling (TVT-O)
Procedure as described by De Leval
2003
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Outcomes and Results

Results

Objective cure at 12
months (no SUI and
negative stress test) -
n/N

Retropubic sling: 13/15
Transobturator sling:
13/15

Subjective cure at 12
months (no self-reported
leakage) - n/N
Retropubic sling: 12/15
Transobturator sling:
13/15

Improvement at 1 year
(very satisfied or
satisfied) - n/N
Retropubic sling: : 14/15
Transobturator sling:
15/5

Adverse events -
bladder injury - n/N
Retropubic sling: 1/15

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
block randomisation)
Allocation concealment:
Low risk (numbered,
opaque, sealed envelopes
used)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (no missing data)
Selective reporting:
Unclear risk (insufficient
information)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details Participants Interventions Methods Outcomes and Results Comments

Retropubic sling: 20 Transobturator sling: Other bias: Low risk
Aim of the study  Transobturator sling: 0/15 (appears free from other
To compare 12- 26 Repeat surgery for sources of bias)
month outcomes mesh complications -
of TVT and Inclusion criteria n/N Other information
TVT-Oin Women with Retropubic sling: 1/15
;reatment of visible, genuine and Transobturator sling:
emale SUI . 0/15

urodynamically-proven

SUI or mixed Ul Complications at 1 year
Study dates without urodynamically Mesh extrusion - n/N
01/2007 to -proven contraction. Retropubic sling: 1/15
01/2009 urethral hypermobility Transobturator sling:

on physical 0/15
Source of examination Need for catheterisation
funding absence of contractile -n/N
Not reported urinary bladder or Retropubic sling: 2/15

SleEiE Transobturator sling:

1/15

Exclusion criteria Infection - n/N

Women W'_th Retropubic sling: 0/15

acute cystitis Transobturator sling:

urge- 0/15

predominant incontine Wound complication -

nce n/N

urodynamic detrusor Retropubic sling: 0/15

instability .

Transobturator sling:

Qmax<15ml/s and/or 0/15

positive residual

urine>20% of voided

volume
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Study details

Full citation

Amaro, J. L.,
Yamamoto, H.,
Kawano, P. R.,
Barros, G.,
Gameiro, M. O.
0., Agostinho,
A. D., Clinical
and quality-of-
life outcomes
after autologous
fascial sling and
tension-free
vaginal tape: A
prospective
randomized trial,
International
braz j urol, 35,
60-66, 2009
Ref Id

673666

Country/ies
where the study
was carried out

Brazil
Study type
RCT

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants

genital prolapse stage
4o0r5

Sample size
N=41 randomised
Intervention, n=20
Control, n=21

Characteristics

Age (years) - mean
(range)

Synthetic sling: 52
(26-79)

Fascial sling: 49 (26-
69)

BMI - mean (range)
Synthetic sling: 28.2
(24-42)

Fascial sling: 30.2 (22-

34)

Parity - mean (range)
Synthetic sling: 4 (1-

12)

Fascial sling: 4 (1-9)

Inclusion criteria
Women with

primary complaint of
Sul

Interventions

Interventions
Intervention:
Synthetic sling
Control:
Autologous fascial
sling

Methods

Details

Cystoscopy performed in all
patients. Median FU=44 months
(range 36-54)

Synthetic sling (TVT)

Performed as described by Ulmsten
et al. 1999 except spinal
anaesthesia used.

Autologous rectus fascial sling

Procedure conducted as described
in Blaivas & Jacobs 1991 with
modifications.
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Outcomes and Results

Results

Subjective cure at 12
months (self-reported
complete dryness with
no pad usage) - n/N
Synthetic sling: 14/20
Fascial sling: 12/21

Subjective cure at 36
months - n/N

Synthetic sling: 13/20
Fascial sling: 12/21

Improvement at 36
months (number of
women satisfied) - n/N

Synthetic sling: : 12/20
Fascial sling: 17/21

Adverse events -
bladder injury - n/N

Synthetic sling: 2/20
Fascial sling: 1/21
Complications

De novo urgency at 36
months - n/N

Synthetic sling: 8/20
Fascial sling: 8/21

Comments

Limitations

Random sequence
generation: Unclear risk
(raffle procedure used
with folded pieces of
paper)

Allocation concealment:
Low risk (allocation
determined just before
surgery)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (no missing data)
Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information



DRAFT FOR CONSULTATION
Surgical and physical management of stress urinary incontinence

Study details
Aim of the study

To evaluate
efficacy and
quality of life of
autologous
fascial sling
compared to
TVT in women
with SUI

Study dates

01/2001 to
03/2002

Source of
funding

Not reported

Full citation
Andonian,S., St-
Denis,B.,
Lemieux,M.C.,
Corcos,J.,
Prospective
clinical trial
comparing
Obtape and
DUPS to TVT:
one-year safety
and efficacy
results,

Participants

urodynamically-
confirmed SUI

Exclusion criteria
Women with
involuntary detrusor
contraction

pre-existing bladder
outlet obstruction

Sample size

N=190 randomised
Intervention (TVT or
DUPS), n=112
(includes 32
participants
randomised to
discontinued DUPS
arm)

Control (TOT), n=78

Characteristics

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator slin

g

Methods

Details

Originally 3-arm trial but Distal
Urethral Polypropylene Sling
(DUPS) arm discontinued after 32
patients recruited in each arm due to
high postoperative retention and
some complaints of suprapubic
abdominal discomfort on straining.
Participants therein randomised to
TVT and Obtape groups after this.
Most patients had spinal
anaesthesia. Ethicon polypropylene
mesh used.
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Outcomes and Results

Results

Objective cure at 1 year
(1-hr pad test <2g) - n/N
TVT: 99/112

Obtape: 64/78
Continence-specific HR-
QoL - ICIQ-UI-SF at 1
year - mean (95% CI_
TVT: 3.7 (95% CI 2.7-
4.7), n=80

Obtape: 5.2 (95% ClI
3.3-7.1), n=77

Comments

Limitations

Random sequence
generation: Low risk
(envelope method used)

Allocation concealment:
Low risk (randomisation
occurred immediately
before surgery)

Blinding of
participants/personnel: Lo
w risk (participants
blinded to group
assignment)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details
European
Urology, 52,
245-251, 2007
Ref Id

100533
Country/ies
where the study
was carried out
Canada

Study type
RCT

Aim of the study
To compare
outcomes of
TOT, Distal
Urethral
Polypropylene
Sling, and TVT
in women with
SUl

Study dates

02/2003 to
05/2005

Source of
funding

Not reported

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants

Age (years) - mean
(range)

TVT: 61.1 (35.4-94.6)

DUPS: 56.6 (34.6-
83.7)

Obtape: 56.2 (21.7-
85.7)

Grade 1 SUI (%)
TVT: 16

DUPS: 18
Obtape: 4
Grade 2 SUI (%)
TVT: 62

DUPS: 50
Obtape: 74
Grade 3 SUI (%)
TVT: 22

DUPS: 32
Obtape: 22

Inclusion criteria
Women

SUI with or without
POP

Exclusion criteria
Women with

Interventions

Methods

Retropubic sling (TVT or DUPS)
TVT (Gynecare) procedure as
described by Ulmsten et al. 1996;
DUPS procedure as described by
Rodriquez and Raz 2001 (with
exception that suprapubic tube not
inserted) and after surgeons were
trained by Dr Raz.

Transobturator sling (TOT)
Obtape TOT (Mentor) used,
procedure as described by Delorme
et al. 2001.
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Outcomes and Results
Adverse events -
bladder injury - n/N
TVT: 11/112

Obtape: 0/78

Repeat surgery for SUI
at 1 year - n/N

TVT: 1/112
Obtape: 2/78

Repeat surgery for
mesh complications at 1
year - n/N

TVT: 1/112

Obtape: 3/78
Complications at 1 year
Mesh extrusion - n/N
TVT: 0/112

Obtape: 2/78
Infection (UTI) - n/N
TVT: 2/112

Obtape: 1/78
Wound infection- n/N
TVT: 1/112

Obtape: 0/78

Need for catheterisation
- n/N

TVT: 12/112
Obtape: 6/78

De novo OAB - urge -
n/N

Comments

Blinding of outcome
assessment: Low risk
(assessor blinded to
group assignment)
Incomplete outcome data:
Low risk (missing data not
sufficient to induce
clinically relevant bias in
effect estimates)
Selective reporting:
Unclear risk (insufficient
information)

Other bias: High risk (At
baseline, participants in
TVT group were
significantly older than
those in Obtape group)

Other information
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Study details

Full citation

Andrada Hamer,
M., Larsson, P.
G., Teleman, P.,
Bergqvist, C. E.,
Persson, J.,
One-year results
of a prospective
randomized,
evaluator-
blinded,
multicenter
study comparing
TVT and TVT
Secur,
International
Urogynecology
Journal, 24,
223-9, 2013

Ref Id

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions

mixed Ul and
cystometrogram
showing non-normal
capacity, non-
compliance, or uninhib
ited contractions
obstruction, unstable
bladder function, or
neurogenic bladder
current urinary tract
infection

Interventions
Intervention:
Single-incision
mini-sling

Sample size
N=133 randomised
Intervention, n=64

Control, n=69
Control: Other
Characteristics SYTIETEE Sling

See entry for Andrada-
Hamer et al. 2011 for
more details

Inclusion criteria

See entry for Andrada-
Hamer et al. 2011 for
more details

Exclusion criteria

Methods

Details

See entry for Andrada-Hamer et al.

2011 for more details
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Outcomes and Results
TVT: 5/112
Obtape: 6/78

Results

See entry for Andrada-
Hamer et al. 2011 for
more details

Comments

Limitations

See entry for Andrada-
Hamer et al. 2011 for
more details

Other information
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Study details Participants Interventions Methods Outcomes and Results Comments
542577 See entry for Andrada-
Country/ies Hamer et al. 2011 for

where the study ~ more details
was carried out

Sweden

Study type

Multicentre RCT

Aim of the study
To compare
one-year FU
results of TVT-
Secur-H and
TVT in women
with
predominant
stress urinary
incontinence

Study dates
2007-2009

Source of
funding
Funded by
Gynecare
Scandinavia

Full citation Sample size Interventions Details Results Limitations
N=133 randomised
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Study details

Andrada Hamer,
M., Larsson, P.
G., Teleman, P.,
Eten-Bergqvist,
C., Persson, J.,
Short-term
results of a
prospective
randomized
evaluator
blinded
multicenter
study comparing
TVT and TVT-
Secur,
International
Urogynecology
Journal, 22,
781-7, 2011
Ref Id

673674

Countryl/ies
where the study
was carried out

Sweden
Study type
Multicentre RCT

Aim of the study
To compare
efficacy and
safety of TVT-

Participants
Intervention, n=64
Control, n=69

Characteristics

Age (years) - median
(range)

TVT-Secur: 47 (33-84)
TVT: 48 (33-78)

BMI - median (range)
TVT-Secur: 25.4
(20.3-42.1)

TVT: 24.6 (18.8-36)
Parity - median
(range)

TVT-Secur: 2 (0-8)
TVT: 2 (2-5)
Postmenopausal (%)
TVT-Secur: 31

TVT: 36

Inclusion criteria
Women with
age=18 years-old
history of SUI
wish for surgical
treatment

no wish for future
pregnancy

Interventions
Intervention:
Single-incision
min-isling
Control: Other
Synthetic sling

Methods

Six surgeons all with experience
of 2100 sling operations performed
all procedures and trained before
study in TVT-Secur technique.
Single-incision mini-sling (TVT-
Secur-H)

Gynecare TVT-Secur used,
procedure as described by
manufacturer.

Other Synthetic sling (TVT)

Gynecare TVT used, procedure as
described by manufacturer.
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Outcomes and Results

Note: 1-year data from
Andrada Hamer et al.
2013

Obijective cure at 1 year
(negative cough stress
test) - n/N

TVT-Secur: 40/64
TVT: 56/69

Subjective cure at 2
months (self-reported no
SUIl symptoms) - n/N
TVT-Secur: 24/64
TVT: 40/69

Subjective cure at 1
year - n/N

TVT-Secur: 28/64
TVT: 47/69
Improvement at 2
months (number
subjectively cured +
number self-reportedly
improved) - n/N
TVT-Secur: 44/64
TVT: 57/69

Improvement at 1 year -
n/N

TVT-Secur: 48/64
TVT: 60/69

Adverse events -
bladder injury - n/N

Comments

Random sequence
generation: Low risk
(shuffling of envelopes
used)

Allocation concealment:
Low risk (sequentially
numbered, sealed,
opaque envelopes used;
central allocation)
Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Low risk
(assessor blinded to
group assignment)
Incomplete outcome data:
Low risk (missing data not
sufficient to make
clinically relevant impact
on effect estimates)
Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
bias)

Other information

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details

Secur-H and 23 mL leakage at a
TVT in women standardized pad test
with with 300 ml bladder
predominant volume

.stress.urinary cough-synchronous
Incontinence leakage at stress test
(up to ten coughs in

Participants

Study dates standing position) with
2007-2009 300ml bladder volume
Source of Exclusion criteria
funding Women

Funded by with need for
Gynecare concomitant surgery
Scandinavia for genital POP

undergoing regular
pelvic floor training in
past 3 months

with planned or
current pregnancy
who had previous Ul
surgery

with bladder
capacity <300 ml
with residual urinary
volume >100 ml

with known detrusor
instability

had >4 occurrences of
cystitis in past 12
months

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Interventions

Methods
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Outcomes and Results Comments
TVT-Secur: 0/61 1-year follow up data
TVT: 2/62 reported in Andrada
Repeat surgery for sul ~ Hamer etal., 2013.
at <1 year - n/N

TVT-Secur: 1/64

TVT: 0/69

Repeat surgery for

mesh complications at

<1 year - n/N

TVT-Secur: 2/61

TVT: 0/62

Complications

Pain (including

dyspareunia) at 1 year -

n/N

TVT-Secur: 5/55

TVT: 5/60

Mesh extrusion at 3
months - n/N

TVT-Secur: 1/61
TVT: 0/62

Mesh extrusion at 1 year
- n/N

TVT-Secur: 3/55
TVT: 2/60

Need for catheterisation
at 2 months - n/N

TVT-Secur: 2/61
TVT: 0/62
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Study details

Full citation
Angioli,R.,
Plotti,F.,
Muzii,L.,
Montera,R.,
Panici,P.B.,
Zullo,M.A.,

Participants Interventions

had >1 occurrence
pyelonephritis in past
5 years

with known or
suspected
neurological
conditions

having current
anticoagulation
therapy that could not
be interrupted in time
prior to surgery

with known abnormal
coagulation

with allergy to local
anesthetics and/or
metronidazol

with cognitive or
language problems
precluding
comprehension of
written study
information

or questionnaires

Interventions

Intervention:
Retropubic sling

Sample size
N=72 randomised
Intervention, n=35

Control, n=37 Control:
Transobturator
Characteristics sling

Methods

Details

See entry for Zullo et al. 2007 for
further details

Outcomes and Results
Infection (UTI) at 2
months - n/N
TVT-Secur: 9/61

TVT: 6/62

Infection (UTI) at 1 year
- n/N

TVT-Secur: 14/60
TVT: 12/61

De novo OAB - de novo
urge at 2 months - n/N

TVT-Secur: 11/61
TVT: 4/62

De novo OAB - de novo
urge at 1 year - n/N

TVT-Secur: 7/60
TVT: 10/61

Results

See entry for Zullo et al.
2007 for further details

Comments

Limitations

See entry for Zullo et al.
2007 for further details

Other information
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Study details Participants Interventions Methods Outcomes and Results Comments

Tension-free See entry for Zullo et Original study reported in
vaginal tape al. 2007 for further Zullo et al. 2007.

VErsus details

transobturator

suburethral

Inclusion criteria

See entry for Zullo et
al. 2007 for further

tape: Five-year
follow-up results
of a prospective,

randomised trial, details

European

Urology, 58, Exclusion criteria
671-677,2010  See entry for Zullo et
Ref Id al. 2007 for further
135795 details

Country/ies

where the study
was carried out
Italy

Study type

RCT

Aim of the study

To report 5-year
outcomes of
TVT and TVT-O
in women with
SuUl

Study dates

07/2005 to
05/2005
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Study details

Source of
funding

Not reported

Full citation
Aniuliene,R.,
Tension-free
vaginal tape
versus tension-
free vaginal tape
obturator
(inside-outside)
in the surgical
treatment of
female stress
urinary
incontinence,
Medicina
(Kaunas,
Lithuania), 45,
639-643, 2009
Ref Id

100543
Countrylies
where the study
was carried out

Lithuania
Study type
RCT

Participants

Sample size
N=264 randomised
Intervention, n=114
Control, n=150

Characteristics

Age (years) - mean
+SD

Retropubic sling: 51
(10.2)
Transobturator sling:
49 (9.5)

BMI - mean £SD
Retropubic sling: 27.9
(4)

Transobturator sling:
28.2 (3.8)

Parity - mean +SD
Retropubic sling: 2.6
1.1)

Transobturator sling:
25(1.2)

Interventions

Interventions

Intervention:
Retropubic sling

Control:

Transobturator slin

g

Methods

Details

Surgical procedures all performed
by same surgeon.

Retropubic sling (TVT)

Gynecare TVT used, procedure
according to manufacturer's
description. Cystoscopy performed
in all cases.

Transobturator sling (TVT-O)
Gynecare TVT-O used, procedure
according to manufacturer's
description.
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Outcomes and Results

Results

Objective cure at 1 year
(Number of women that
showed (a) No SUI
symptoms, no urge to
urinate, no dysuria, and
no use of inlay, + (b)
No SUI symptoms, very
mild urge to urinate, no
dysuria, + (c) No SUI,
need to urinate with
minimal leakage, very
mild dysuria) - n/N
Retropubic sling: :
111/114
Transobturator sling:
147/150

Adverse events -
bladder injury - n/N
Retropubic sling: 1/114
Transobturator
sling:0/150
Complications at 1 year
Infection (UTI) - n/N
Retropubic sling: 5/114

Comments

Limitations

Random sequence
generation: Unclear risk
(insufficient information)
Allocation

concealment: Unclear risk
(insufficient information)
Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome

data: Low risk (no missing
data)

Selective

reporting: Unclear risk
(insufficient information)
Other bias: Low risk
(appears free from other
sources of bias)

Other information

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details
Aim of the study

To compare
effectiveness
and safety
outcomes of
TVT to TVT-O in
women with SUI

Study dates
Not reported

Source of
funding

Not reported

Full citation
Aniuliene, R.,
Aniulis, P.,
Skaudickas, D.,
TVT-Exact and
midurethral sling
(SLING-IUFT)
operative
procedures: a
randomized
study, Open
Medicine, 10,
311-317, 2015
Ref Id

618353

Participants
Inclusion criteria
Women

with stress urinary
incontinence

agreement to buy a
TVT or TVT-O set

Exclusion criteria
Women with

urogenital
prolapse>stage 2

urinary retention
overactive bladder
mental disorder

Sample size
N=154 randomised
Intervention, n=78
Control, n=76

Characteristics

Age (years) - mean
+SD

Retropubic sling: 50
(8.9)

Transobturator sling:

67 (9.5)
BMI - mean +SD

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator slin
g

Methods

Details

All procedures performed by same
surgeon. Antibiotic prophylaxis
provided in all cases.

Retropubic sling (TVT-Exact)
Standardised procedure followed.

Cystoscopy performed in all cases.

Transobturator sling (SLING-IUFT)
Standardised procedure followed.
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Outcomes and Results

Transobturator sling:
1/150

Need for catheterisation
- n/N

Retropubic sling: 18/114
Transobturator sling:
5/150

Wound complication -
n/N

Retropubic sling: 2/114

Transobturator sling:
3/150

Results

Objective cure at 1 year
(Number of women that
showed (a) No SUI
symptoms, no urge to
urinate, no dysuria, and
no use of inlay, + (b) No
SUl symptoms, very
mild urge to urinate, no
dysuria, + (c) No SUI,
need to urinate with
minimal leakage, very
mild dysuria) - n/N
Retropubic sling: : 72/76

Comments

Limitations

Random sequence
generation: Low risk
(envelope technique
used)

Allocation

concealment: Unclear risk
(insufficient information)
Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)
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Study details

Countrylies
where the study
was carried out
Lithuainia
Study type

RCT

Aim of the study
To compare
effectiveness
and safety
outcomes of
TVT-Exact to
SLING-IUFT in
women with SUI

Study dates

04/2009 to
04/2011

Source of
funding

Not reported

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods

Retropubic sling: 28.5
(3.5)

Transobturator sling:
28.2 (3.8)

Parity - mean £SD
Retropubic sling: 2.1
(1.1)

Transobturator sling:
25(1.2)
Menopause (1-30
years) - n/N
Retropubic sling:
38/76
Transobturator sling:
55/78
POP-Q1,2-n
Retropubic sling: 41,
35

Transobturator sling:
21,57

Inclusion criteria
Women with

history of SUI with a
demonstrable impact
of SUI upon coughing
and Valsalva

tests during
urodynamic
(cystometry and
uroflowmetry) testing
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Outcomes and Results
Transobturator sling:
47/78

Adverse events -
bladder injury - n/N

Retropubic sling: 1/76

Transobturator sling:
0/78

Complications at 1 year
Pain: 1/76; 5/78

Mesh extrusion - n/N
Retropubic sling: 0/76

Transobturator sling:
1/78

Need for catheterisation
- n/N

Retropubic sling: 12/76

Transobturator sling:
1/78

Comments

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (no missing data)

Selective reporting:
Unclear risk (insufficient
information)

Other bias: High risk (At
baseline, TVT-Exact
group were significantly
younger and less
menopausal than SLING-
IUFT group)

Other information



DRAFT FOR CONSULTATION
Surgical and physical management of stress urinary incontinence

Study details

Full citation
Ankardal,M.,
Milsom,l.,
Stjerndahl,J.H.,
Engh,M.E., A
three-armed
randomized trial
comparing open
Burch
colposuspensio
n using sutures
with
laparoscopic

Participants Interventions
Exclusion criteria

Women with

previous suburethral

sling

predominant

overactive bladder

symptoms

POP stage 2 or mroe

elevated postvoid
residual>100 mL

urinary retention
progressive
neurological disease
psychiatric disease
evidence of systematic
infection.

Interventions

Intervention 1:
Laparoscopic
colposuspension
with sutures

Sample size

N= 211 randomised
Intervention 1, n=53
Intervention 2, n=79

Control, n=79 .
Intervention 2:
o Laparoscopic
Characteristics colposuspension
Age (years) - mean with mesh and
+SD staples
Intervention 1: 35.5 Control: Open
(41.8) colposuspension

Methods

Details

All procedures performed by
experienced senior surgeons. All
women in laparoscopic surgery
groups received antibiotic
prophylaxis (preoperative:
cefuroxime, metronidazole;

postoperative: cefadroxil). Follow up:

1 year postop
Laparoscopic colposuspension with
sutures
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Outcomes and Results

Results

Objective cure at 1-yr
FU(leakage<8g/24
hours at 48-h pad test) -
n/N

Intervention 1: 39/53
Intervention 2: 51/79
Intervention 3: 56/79
Objective cure at 1-yr
FU (leakage <59 at
stress test) - n/N
Intervention 1: 43/53

Comments

Limitations

Random sequence
generation: Unclear risk
(at beginning of study,
randomised ratio 2:1:2 to,
respectively, laparoscopic
mesh group, laparoscopic
suture group, and open
group; changed to 1:2:1
after 1/3 sample recruited
to ensure sufficient
numbers in laparoscopic
suture group. However,

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details
colposuspensio
n using sutures
and
laparoscopic
colposuspensio
n using mesh
and staples in
women with
stress urinary
incontinence,
Acta Obstetricia
et Gynecologica
Scandinavica,
84, 773-779,
2005

Ref Id

100544

Countryl/ies
where the study
was carried out
Sweden

Study type
Multicentre RCT

Aim of the study
To compare
open Burch
colposuspensio
n using sutures
with
laparoscopic
colposuspensio

Participants
Intervention 2: 37.9
(36.9)

Intervention 3: 38.8
(37.8)

BMI - mean £SD
Intervention 1: 25.6
(3.0)

Intervention 2: 24.8
(3.2)

Intervention 3: 25.5
(3.9

Parity - mean +SD
Intervention 1: 2.4
1.1)

Intervention 2: 2.2
1.2

Intervention 3: 2.3
(1.1)
Postmenopausal (%)
Intervention 1: 33
Intervention 2: 47
Intervention 3: 46

POP status: not
reported, women
scheduled for POP
surgery excluded

Inclusion criteria
Women with

Interventions

Methods

Number 0 non-

resorbable polybutylated-coated
polyester suture (Surgidac) used.
Catheter used during surgery left in
situ until day after surgery.
Laparoscopic colposuspension with
mesh and staples

Polypropylene mesh (Prolene) and
staples used. Urine volume checked
by ultrasound until <150 mL.

Open coloposuspension

Number 0 non-

resorbable polybutylated-coated
polyester suture (Surgidac) used.
Suprapubic catheter introduced for
post-op drainage, removed post-op
when residual volume <150 mL.
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Outcomes and Results
Intervention 2: 44/79
Intervention 3: 55/79
Subjective cure at 1-yr
FU (self-report) - n/N
Intervention 1: 42/53
Intervention 2: 45/79
Intervention 3: 58/79

Improvement in
continence status at 1-yr
FUleakage/no bother +
# improvement in VAS
score) - n/N

Intervention 1: 45/53
Intervention 2: 59/79
Intervention 3: 57/79

Adverse events -
bladder perforation - n/N

Intervention 1: 4/75
Intervention 2: 1/63
Intervention 3: 3/49

Comments

no further details
provided)

Allocation concealment:
Unclear risk (opaque,
sealed enveloped used
but no further details
provided)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
High risk (missing data in
open group ~20%
sufficient to have clinically
relevant impact on effect
size)

Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information

Data from laparoscopic
colposuspension with
mesh and staples arm is

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details

n using either
sutures or mesh
and staples in
owmen with
pure SUI or
stress-
predominant
mixed Ul

Study dates
1996 to 2000

Source of
funding

Supported

by grants from
the Swedish
Medical
Research
Council (B95-
17X-11237-01
A), the Goteborg
Medical Society
Fund

Full citation

Araco, F.,
Gravante, G.,
Sorge, R,,
Overton, J., De
Vita, D., Sesti,
F., Piccione, E.,

Participants
SUlI or stress-

predominant mixed Ul

Exclusion criteria
Women with

recurrent
incontinence

detrusor instability
diagnosed during
filling cystometry.

Sample size
N=240 randomised
Intervention, n=120
Control, n=120

Characteristics

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator
sling

Methods Outcomes and Results Comments
not included as this
technique is not standard
practice in the UK.
Details Results Limitations

Note: Data for each
group combines figures
for SUI grade 1 and SUI
grade 2 subgroups.

Random sequence
generation: High risk
(participant chose 1 of 2
identical closed envelopes
containing presented to

Two surgeons, both with>40
TVT/TVT-O procedure experience,
performed all procedures in inpatient
setting. Oral anticoagulants
discontined 7 days before surgery if
appropriate. NICE guidelines for
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Study details
TVT-O vs TVT:
A randomized
trial in patients
with different
degrees of
urinary stress
incontinence,
International
Urogynecology
Journal, 19,
917-926, 2008
Ref Id

631186

Country/ies
where the study
was carried out
Italy

Study type

RCT

Aim of the study
To compare
effectiveness
and safety of
TVT to TVT-O in
women with
grade 1 and
grade 2 SUI

Study dates

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants

Note: Data for whole
sample

Age (years) - mean
+SD

54 (5.7)

BMI - median (range)
28 (21.8-38.5)

Vaginal deliveries -
mean =SD

1.8 (0.7)

Inclusion criteria
Women with

symptomatic grade 1
and 2 SUI

Exclusion criteria
Women with

SUI grade 3
overactive bladder
associated prolapses

neurovegetative
disorders

recurrent SUI
receiving rehabilitative
or medical therapies
for SUI (i.e. pelvic floor
muscle training or
duloxetine)

Interventions

Methods

preop testing followed. Spinal
anaesthesia used in all cases.

Retropubic sling (TVT)

Gynecare TVT and regional
anaesthetic used.

Transobturator sling (TVT-O)

Gynecare TVT-O used. Cystoscopy
performed in all cases.
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Outcomes and Results

Cure at 1 year (No SUI
symptoms on
ambulatory urodynamic
tests) - n/N

Retropubic

sling: 108/108
Transobturator sling:
83/100

I-QoL at 1 year -

mean £SD

Retropubic sling: 104
(5.8)

Transobturator sling: 73
(31)

Adverse events -
bladder injury - n/N
Retropubic sling: 3/108
Transobturator sling:
0/100

Repeat surgery for
mesh complications -
n/N

Retropubic sling: 19/108
Transobturator sling:
17/100

Complications at 1 year
Mesh extrusion - n/N
Retropubic sling: 1/108
Transobturator sling:
3/100

Comments

them to determine group
assignment)

Allocation

concealment: Unclear risk
(reports sealed envelopes
but no further information)
Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (missing data
similar across groups for
similar reasons)

Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details

01/2004 to
03/2006

Source of
funding

Not reported

Full citation

Arunkalaivanan,
A.S.,
Barrington,J.W.,
Randomized
trial of porcine
dermal sling
(Pelvicol
implant) vs.
Tension-free
Vaginal Tape
(TVT) in the
Surgical
treatment of
stress
incontinence: A
guestionnaire-
based study,
International
urogynecology
journal and
pelvic floor
dysfunction, 14,
17-23, 2003

Ref Id

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions

Interventions

Intervention:
Synthetic sling

Sample size
N=142 randomised
Intervention, n=68

Control, n=74 Control: Non-
autologous

Characteristics biological sling

TVT (n=68); Fascial

sling (n=74)

Age (years) - median

(range)

TVT: 54 (32-91)
Fascial sling: 53 (34-
79)

Parity - median
(range)

TVT: 2 (0-6)

Fascial sling: 2 (0-4)
Previous incontinence
surgery (%)

TVT: 12

Fascial sling: 14
Hysterectomy (%)

Methods

Details

Patients discharged postoperatively
if residual urine volume <100 ml
and/or voided volume is twice that of
residual volume. Follow up: 24
months (Arunkalaivanan 2003), 36
months (Abdel-Fattah 2004)
Synthetic (TVT)

Performed as described by Ulmsten
et al. 1996 with operation carried out
under general or regional
anaesthesia.

Biological sling (Porcine dermis)

Pelvicol used, performed as
described by Barrington.
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Outcomes and Results

Need for catheterisation
- n/N

Retropubic sling: 15/108

Transobturator sling:
17/100

Results

Note: data for 36
months from Abdel-
Fattah et al. 2004

Obijective cure at 24
months (no leakage on
cough stress test, QoL
improvement 290%, and
patient reporting
continent status as dry) -
n/N

TVT: 50/68

Fascial sling: 56/74
Obijective cure at 36
months - n/N

TVT: 53/68

Fascial sling: 56/74
Improvement at 24
months (=75% and
<90% QQoL
improvement and/or
patient reporting
continent status as
significantly improved;

Comments

Limitations

Random sequence
generation: Unclear risk
(insufficient information)
Allocation concealment:
Unclear risk (sealed,
opaque envelopes used
but no further information
provided)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)

Incomplete outcome data:
Low risk for 24 month
data (no dropouts at 24
months; missing data at
36 months not sufficient to
have clinically relevant
impact on effect estimate)
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Study details
144057
Countrylies
where the study
was carried out
UK

Study type

RCT

Aim of the study
To compare
Pelvicol sling
with TVT on
subjective
outcomes and
complications in
owmen with
urodynamically-
proven stress
incontinence

Study dates

Not reported, 24
month trial
duration

Source of
funding

None reported

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants
TVT: 37
Fascial sling: 26

Inclusion criteria
Women

with urodynamically-
proven stress
incontinence

who have had
unsuccessful conserva
tive treatment

Exclusion criteria
Women

in whom bladder
surgery is
contraindicated
(detrusor instability)
unhappy with being
randomised

Interventions
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Outcomes and Results

QoL scale used not
stated) - n/N

TVT: 7/68
Fascial sling: 10/74

Improvement at 36
months - n/N

TVT: 3/60

Fascial sling: 7/68
Adverse events - severe
bleeding requiring blood
transfusion - n/N

TVT: 0/60

Fascial sling: 0/68

Adverse events -
urethral injury - n/N

TVT: 0/60
Fascial sling: 0/68

Adverse events -
bladder injury - n/N
TVT: 0/60

Fascial sling: 0/68
Complications
Pain (including
dyspareunia) at 24
months - n/N

TVT: 0/68

Fascial sling: 1/74
Pain (including
dyspareunia) at 36
months - n/N

Comments

Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
Three-year follow-up
data reported in Abdel-
Fattah et al. 2004
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Study details Participants Interventions Methods Outcomes and Results Comments
TVT: 3/60
Fascial sling: 1/68

Infection at 24 months -
n/N

TVT: 1/68
Fascial sling: 0/74

Infection at 36 months-
n/N

TVT: 1/68
Fascial sling: 0/74

Need for catheterisation
within 6 weeks postop -
n/N

TVT: 3/68
Fascial sling: 2/74

Need for catheterisation
at 24 months - n/N

TVT: 3/68
Fascial sling: 1/74

De novo OAB - de novo
urgency at 36 months -
n/N

TVT: 9/60
Fascial sling: 12/68

De novo OAB - de novo
urge incontinence at 6
months - n/N

TVT: 6/68
Fascial sling: 4/74
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Study details

Full citation
Bai,S.W.,
Sohn,W.H.,
Chung,D.J.,
Park,J.H.,
Kim,S.K.,
Comparison of
the efficacy of
Burch
colposuspensio
n, pubovaginal
sling, and
tension-free
vaginal tape for
stress urinary
incontinence,
International
Journal of
Gynaecology
and Obstetrics,
91, 246-251,
2005

Ref Id

100553

Country/ies
where the study
was carried out

South Korea
Study type
RCT

Participants

Sample size

N=92 randomised
Intervention 1 (TVT),
n=31

Intervention 2 (fascial
sling), n=28

Control
(colposuspension),
n=33

Characteristics

Age (years) - mean
+SD

Synthetic sling: 58.2
(3.3)

Fascial sling: 56.3
(2.9)
Colposuspension:
56.5 (3.1)

BMI - mean £SD
Synthetic sling: 29.3
(3.3)

Fascial sling: 28.5
(6.1)
Colposuspension:
28.1 (4.7)

Parity - mean +SD
Synthetic sling: 2.9
(1.8)

Fascial sling: 3.1 (1.3)

Interventions

Interventions

Intervention
1: Synthetic sling
Intervention 2:

Autologous fascial

sling
Control:
Colposuspension

Methods

Details

All procedures performed by same
surgeon. Follow up: 1 year

Synthetic sling (TVT)

Procedure conducted as described
by Ulmsten et al. 1996.

Fascial sling (autologous rectus
fascia)

Fascial sling procedure conducted
as described by Ulmsten et al. 1996.

Colposuspension

Open Burch procedure conducted
as described by Ulmsten et al. 1996.
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Outcomes and Results

Results

Cure at 6-mo FU (self-
reported absence of
leakage, and no leakage
on stress test with
bladder full 300 ml
followed by stimulation)
- n/N

Synthetic sling: 29/31
Fascial sling: 26/28
Colposuspension: 30/33
Cure at 1-year FU - n/N
Synthetic sling: 27/31
Fascial sling: 26/28
Colposuspension: 29/33

No relevant
complications reported.

Comments

Limitations

Random sequence
generation: Unclear risk
(insufficient information)
Allocation

concealment: Unclear risk
(insufficient information)
Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)

Incomplete outcome data:
Low risk (no dropouts in
either arm)

Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details
Aim of the study

To compare
cure rate and
confirm clinical
efficacy of Burch
colposuspensio
n, autologous
rectus
pubovaginal
fascial sling, and
TVT in women
with SUI

Study dates

01/2001 to
05/2003

Source of
funding

Not reported

Full citation

Ballester, M.,
Bui, C., Frobert,
J. L., Grisard-
Anaf, M.,
Lienhart, J.,
Fernandez, H.,
David-
Montefiore, E.,
Rouzier, R.,

Participants
Colposuspension: 2.7
(1.2)

Menopause (%)
Synthetic sling: 23
Fascial sling: 29
Colposuspension: 21

Inclusion criteria
Women
Grade 1 or 2 SUI

Exclusion criteria
Women with
detrusor overactivity

urinary tract infections

intrinsic sphincter
deficiency

POP stage>2

Sample size
N=88 randomised
Intervention, n=42
Control, n=46

Characteristics

See entry for David-
Montefiore et al. 2006
for further details

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator
sling

Methods

Details

See entry for David-Montefiore et al.
2006 for further details
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Outcomes and Results

Results

See entry for David-
Montefiore et al. 2006
for further details

Comments

Limitations

See entry for David-
Montefiore et al. 2006 for
further details

Other information
Original study reported in
David-Montefiore et al.
2006; Functional
outcomes and quality of
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Study details Participants Interventions Methods Outcomes and Results Comments
Darali, E., Four- life outcomes at 10
year functional Inclusion criteria months reported in Darai

results of the et al. 2007.
suburethral sling
procedure for
stress urinary

incontinence: a

See entry for David-
Montefiore et al. 2006
for further details

Erench Exclusion criteria
prospective See entry for David-
randomized Montefiore et al. 2006
multicentre for further details

study comparing
the retropubic
and
transobturator
routes, World
Journal of
Urology, 30,
117-22, 2012
Ref Id

542592
Country/ies
where the study
was carried out
France

Study type
Multicentre RCT

Aim of the study

To report 4-year
long-term
outcomes of
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Study details
retropubic and
transobturator
slings in women
with SUI

Study dates

03/2004 to
05/2005

Source of
funding

Not reported

Full citation

Bandarian,M.,
Ghanbari,Z.,
Asgari,A.,
Comparison of
transobturator
tape (TOT) vs
Burch method in
treatment of
stress urinary
incontinence,
Journal of
Obstetrics and
Gynaecology,
31, 518-520,
2011

Ref Id

135083

Participants

Sample size
N=62 randomised
Intervention, n=31
Control, n=31

Characteristics

Age (years) - mean
+SD

Synthetic sling: 49.39
(12.59)

Colposuspension:
46.94 (8.98)

Parity - mean £SD
Synthetic sling: 5.9
(3.09)
Colposuspension:
5.35 (2.44)

Interventions

Interventions
Intervention:
Synthetic sling
Control:
Colposuspension

Methods

Details

All procedures performed by one
surgeon. patients discharged when
post-voiding residue <100ml.
Synthetic sling (TOT)

Procedure performed as described
by Delorme 2001. Mean FU: 22
months (range 8-26)
Colposuspension

Burch colposuspension performed
as described by Ulmsten & Petros
1995. Mean FU: 28 months (range
12-38)
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Outcomes and Results

Results

Subjective cure(no self-
reported urinary
incontinence) - n/N
Synthetic sling: 28/31
Colposuspension:
23/31

Improvement (number
cured + number with
urinary incontinence <1
every 2 weeks) - n/N
Synthetic sling: 31/31
Colposuspension: 29/31
Adverse events -
bladder injury - n/N
Synthetic sling: 0/31
Colposuspension: 0/31

Comments

Limitations

Random sequence
generation: Unclear risk
(states simple
randomisation but no
further details)

Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details

Countrylies
where the study
was carried out

Iran
Study type
RCT

Aim of the study
To compare
efficacy of TOT
to Burch
colposuspensio
n in treatment of
women with SUI

Study dates
2002 to 2006

Source of
funding

Not reported

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods
Postmenopausal (%)
Synthetic sling: 36

Colposuspension; 16

Inclusion criteria
Women

with proven SUI

had no previous SUI
surgery

who did not respond to
medical or
conservative treatment

Exclusion criteria
Women

with chronic disease
(e.g. collagen
vascular disease)
with neuropathy,
coagulopathy or
history of

urogenital cancer
who were pregnant
with history of pelvic
radiation

with urge incontinence
urodynamic detrusor
overactivity

POP-Q stage =2
genital prolapse

218

Outcomes and Results
Complications at >1
year to <5 year FU
Mesh extrusion - n/N
Synthetic sling: 1/31
Colposuspension: 0/31

Infection (urinary
tract/wound):

Synthetic sling: 0/31
Colposuspension: 3/31

Comments

Incomplete outcome data:
Low risk (no missing data)
Selective

reporting: Unclear risk
(insufficient information)
Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details

Full citation

Barber,M.D.,
Kleeman,S.,
Karram,M.M.,
Paraiso,M.F.R.,
Walters,M.D.,
Vasavada,S.,
Ellerkmann,M.,
Transobturator
tape compared
with tension-free
vaginal tape for
the treatment of
stress urinary
incontinence: A
randomized
controlled trial,
Obstetrics and
Gynecology,
111, 611-621,
2008

Ref Id

135923
Countrylies
where the study
was carried out

USA
Study type
Multicentre RCT

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants

Sample size
N=170 randomised
Intervention, n=88
Control, n=82

Characteristics

Age (years) - mean
+SD

Retropubic sling: 52
(11)

Transobturator sling:
53 (12)

BMI - mean £SD
Retropubic sling: 30
()

Transobturator sling:
29 (6)

Parity - median
(range)

Retropubic sling: 2 (0—
6)

Transobturator sling: 2
(0-8)

Concomitant urge
symptoms (%)
Retropubic sling: 76
Transobturator sling:
66

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator
sling

Methods

Details

ClinicalTrials.gov, NCT00475839. All
surgeons had performed at least 10
TVT operations, anaesthetic method
at their discretion. Intraoperative
cystoscopy performed in all cases
with concomitant surgery performed
at discretion of surgeon (but
declared before

randomisation). Mean FU=18.2 (6)
months.

Retropubic sling (TVT)

Gynecare TVT, procedure as
described by manufacturer.

Transobturator sling (TOT)

Monarc (AMS) TOT used, procedure
as described by manufacturer.
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Outcomes and Results

Results

Objective cure at 2
years (negative cough
stress test) - n/N
Retropubic sling: 73/88
Transobturator sling:
62/82

Subjective cure at 2
years (ISl score=0) - n/N
Retropubic sling: 50/88
Transobturator sling:
48/82

Improvement at 2 years
(response of 'very much'
or 'much’ better on
PGII) - n/N

Retropubic sling: 63/88
Transobturator sling:
61/82

Adverse events -
bladder injury - n/N
Retropubic sling: 7/88
Transobturator sling:
0/82

Adverse events - bowel
injury

Retropubic sling: 0/88
Transobturator sling:
0/82

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
random block
randomisation)
Allocation concealment:
Low risk (sequentially
numbered, opaque,
sealed envelopes used)
Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Low risk
(assessors blinded to
group assignment)

Incomplete outcome data:
Low risk (missing data
similar across groups, not
sufficient to induce
clinically relevant impact
on effect size)

Selective reporting: Low
risk (protocol available, all
relevant outcomes
reported)
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Study details
Aim of the study

To evaluate
whether TOT is
not inferior to
TVT in
treatment of SUI
in women with
or without co-
occurrent POP

Study dates

11/2004 to
01/2006

Source of
funding

Partly funded by
research grant
from American
Medical
Systems,
Minnetonka,
MN, USA

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants
Inclusion criteria
Women with
urodynamic stress
urinary incontinence
on multi-channel
urodynamic testing
221 years-old
desired surgical
correction of their
incontinence

Exclusion criteria
Women

with detrusor
overactivity on
urodynamic testing
who had a postvoid
residual volume >100
ml

who had previous
sling procedure

desire to childbear

with history of
hidradenitis
suppurativa, inguinal
lymphadenopathy, or
an inguinal or vulvar
mass

with history of
bleeding diathesis or
currently

Interventions

Methods
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Outcomes and Results
Adverse events - severe
bleeding requiring blood
transfusion - n/N
Retropubic sling: 1/88

Transobturator sling:
0/82

Repeat surgery for SUI
at 2 years

Retropubic sling: 1/85

Transobturator sling:
o/77

Complications at 2
years

Pain at 2 years - n/N
Retropubic sling: 2/85

Transobturator sling:
3/77

Mesh extrusion at 2
years - n/N

Retropubic sling: 5/85
Transobturator sling:
1/77

Infection (UTI) at 1 year
(within 6-wks postop) -
n/N

Retropubic sling: 12/88
Transobturator sling:
11/82

Comments

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details

Full citation
Barber,M.D.,
Weidner,A.C.,
Sokol,A.l.,
Amundsen,C.L.,
Jelovsek,J.E.,
Karram,M.M.,
Ellerkmann,M.,
Rardin,C.R.,
Iglesia,C.B.,
Toglia,M.,
Single-incision
mini-sling
compared with
tension-free
vaginal tape for
the treatment of
stress urinary
incontinence: A
randomized
controlled trial,
Obstetrics and

gynecology,

Participants Interventions
on anticoagulation

therapy

who had a current

genitourinary fistula or

urethral diverticulum

contraindication for

surgery

Interventions
Intervention:
Single-incision
mini-sling
Control: Other
Synthetic sling

Sample size
N=263 randomised
Intervention, n=136
Control, n=127

Characteristics
Age (years) - mean
+SD

TVT-Secur: 54.6
(10.5)

TVT: 54.6 (11.3)
BMI - mean £SD
TVT-Secur: 29.6 (6.4)
TVT: 30 (5.7)
Parity - median
(range)
TVT-Secur: 2 (0-6)
TVT: 2 (0-6)

Inclusion criteria
Women

Methods

Details

All surgeons who performed
procedures had performed at least 5
minisling operations before study.
Anaesthetic methods left to surgeon
discretion. Cystoscopy performed in
all cases at end of procedure with
concomitant surgery at discretion

of operating surgeon (but declared
before randomisation).
Single-incision mini-sling (TVT-
Secur-U)

Gynecare TVT-Secur used,
procedure according to
manufacturer's instructions.

Other Synthetic sling (TVT)
Gynecare TVT used, procedure
according to manufacturer's
instructions.
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Outcomes and Results

Need for
catheterisation at 2
years - n/N

Retropubic sling: 4/85

Transobturator sling:
2[77

Results

Subjective cure at 1-
year FU (Incontinence
severity index score=0
and no retreatment for
SUl) - n/N

TVT-Secur: 77/136
TVT: 77/127
Incontinence episodes
per day - n (range)
TVT-Secur: 0 (0-1.8)
TVT: 0 (0-1)
Improvement at 1 year
FU (Response of 'very
much better' or 'much
better' on PGII) - n/N

TVT-Secur: 87/136
TVT: 91/127

Adverse events -
bladder injury - n/N

TVT-Secur: 1/136
TVT: 6/127

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
block randomisation)

Allocation concealment:
Low risk (consecutively
numbered, sealed,
opaque envelopes used)
Blinding of
participants/personnel: Lo
w risk (participants
masked to group
assignment through use
of 'sham’ incisions)
Blinding of outcome
assessment: Low risk
(assessors blinded to
group assignment)
Incomplete outcome data:
Low risk (ITT analysis for
main outcomes; missing
data not likely to have

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details Participants Interventions Methods Outcomes and Results Comments

119, 328-337, >21 years-old Adverse events - bowel  relevant impact on effect
2012 with urodynamically- injury - n/N estimate)

Ref Id proven SUI on TVT-Secur: 1/136 Selective reporting:
188330 multichannel urodyna TVT: 2//127 Unclear risk (insufficient
Country/ies mic testing Adverse events - severe nformation)

where the study
was carried out

USA
Study type
Multicentre RCT

Aim of the study
To compare
efficacy of TVT-
Secur-U with
TVT in women
with SUI and
with or without
concurrent POP

Study dates

08/2007 to
03/2010

Source of
funding

Funded by grant
from Foundation
for Female
Health
Awareness

desired SUI surgery

Exclusion criteria
Women

with detrusor
overactivity on
urodynamic testing

with postvoid residual
volume > 100 mL

history of previous
synthetic, biologic, or
fascial

suburethral sling
surgery

who desire
childbearing

currently using
anticoagulation
therapy or had

a known bleeding
diathesis

who had current
urethral diverticulum
or fistula of the lower
urinary tract

bleeding requiring blood
transfusion - n/N
TVT-Secur: 1/136

TVT: 0/127

Repeat surgery for Ul -
n/N

TVT-Secur: 2/136
TVT: 4/127

Repeat surgery for POP
- n/N

TVT-Secur: 2/136
TVT: 3/127

Repeat surgery for
mesh complications -
n/N

TVT-Secur: 0/136
TVT: 1/127

Continence-specific
health-related QoL -

Mean ISI score at 1 year

+SD

TVT-Secur: 2.2 (2.7),
n=134

TVT: 1.5 (1.9), n=126

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details

Full citation
Barry,C.,
Lim,Y.N.,
Muller,R.,
Hitchins,S.,
Corstiaans,A.,
Foote A.,
Greenland,H.,
Frazer,M.,
Rane,A., A
multi-centre,
randomised
clinical control
trial comparing
the retropubic
(RP) approach
versus the
transobturator
approach (TO)
for tension-free,
suburethral sling

Participants

contraindication for
surgery

Sample size
N=187 randomised
Intervention, n=107
Control, n=80

Characteristics
Age (years) - mean
+SD

TVT: 53.6 (12.1)
TOT: 54.2 (11.4)
BMI - mean £SD
TVT: 28.4 (5.4)
TOT: 28.5 (5.8)
Parity - mean £SD
TVT: 2.7 (1.4)
TOT: 2.9 (1.1)

Postmenopausal (%)

TVT: 44

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator
sling

Methods

Details

Experienced surgeons (>20
procedures in each technique).
Catheter not routinely placed unless
bladder injury occured.

Retropubic sling (TVT)

Gynecare TVT used, conducted as
described by Ulmsten et al. 1996
except type of anaesthesia
determined by surgeon.
Transobturator sling (TOT)

Monarc (AMS) sling used. Sling
tension standardised using either
cough test or Crede manoeuvre with
300ml full bladder.
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Outcomes and Results
Complications>6 weeks
to 1-year FU - n/N

Pain: 1/136; 0/127
Mesh extrusion
TVT-Secur: 0/136

TVT: 1/127

Fistula

TVT-Secur: 0/136

TVT: 0/127

Results

Objective cure at 3-mo
(negative cough stress
test in supine or
standing position with
300 ml full bladder) - n/N
TVT: 64/107

TOT: 48/80
Improvement at 3-mo
(Satisfied according to
BFLUTS) - n/N

TVT: 70/107

TOT: 48/80

BFLUTS QoL.: difference
between groups, p=0.4,
TVT, n=82, TOT, n=58
Repeat surgery for
mesh complications -
n/N

TVT: 0/82

Comments

Limitations

Random sequence
generation: Unclear risk
(insufficient information)
Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel:
Low risk (participants
blinded to group
assignment)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome
data: Low risk (missing
data similar in both
groups and for similar
reasons)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details
treatment of
urodynamic
stress
incontinence:
the TORP study,
International
Urogynecology
Journal, 19,
171-178, 2008
Ref Id

100557
Countrylies
where the study
was carried out
Australia

Study type
Multicentre RCT

Aim of the study

To compare
safety and
efficacy of TOT
to TVT in
women with
urodynamic
stress
incontinence

Study dates

07/2004 to
10/2005

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods

TOT: 31

Inclusion criteria
Women who

failed conservative
management for
symptomatic stress
incontinence or
required prophylactic
incontinence surgery
during prolapse repair
for occult stress
incontinence

Exclusion criteria
Women

with significant voiding
dysfunction (maximum
urine flow rate <10th
percentile according to
Liverpool nomogram
and post-void residual
volume >50 ml)

with known allergy to

polypropylene
receiving
immunosuppressant
therapy

with past history of
neurological disease,
urogenital

Outcomes and Results
TOT: 1/58

Adverse events -
bladder injury - n/N

TVT: 7/82

TOT: 0/58

Adverse events - bowel
injury - n/N

TVT: 0/82

TOT: 0/58

Complications at 3-mo
FU - n/N

Mesh extrusion
TVT: 1/82
TOT: 3/58
Infection (UTI)
TVT: 11/82
TOT: 9/58

De novo OAB
TVT: 1/82
TOT: 0/58
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Comments

Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details

Source of
funding

Not reported

Full citation
Basok,E.K.,
Yildirim,A.,
Atsu,N.,
Basaran,A.,
Tokuc,R.,
Cadaveric fascia
lata versus
intravaginal
slingplasty for
the pubovaginal
sling: surgical
outcome, overall
success and
patient
satisfaction
rates, Urologia
Internationalis,
80, 46-51, 2008
Ref Id

100559

Countrylies
where the study
was carried out

Turkey
Study type

Participants

malignancy, fistula or
pelvic radiotherapy

Sample size
N=139 randomised
Intervention, n=72
Control, n=67

Characteristics

Age (years) - mean
+SD

Synthetic sling: 50.3
)

Biological sling: 47.4
(10.4)

BMI - mean £SD

Synthetic sling: 29.2
(3.5

Biological sling: 28.3
(2.6)

Mixed Ul (%)
Synthetic sling: 61
Biological sling: 73

Inclusion criteria
Women

Interventions

Interventions
Intervention:
Synthetic sling
Control: Non-
autologous
biological sling

Methods

Details

All procedures conducted under
general or regional anaesthetic.
Follow up: 12 months

Synthetic sling/mesh (retropubic
intravaginal slingplasty)

8mm non-absorbable multifilament
polypropylene IVS mesh (IVS
Tunneller, Tyco) used.

Biological sling (cadaveric fascia
lata)

2 x 20 cm solvent-dehydrated
cadaveric fascia lata (Tutogen
Medical GmbH) sling used with 2
polypropylene sutures tied above
rectus fascia.
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Outcomes and Results

Results

Objective cure at 12-mo
FU (Totally dry patient
on pad test) - n/N
Synthetic sling: 34/72
Biological sling: 35/67
Improvement at 12-mo
FU (Number cured +
number who use of 1
pad/day on pad test) -
n/N

Synthetic sling: 51/72
Biological sling: 53/67
Satisfaction - n/N
Synthetic sling: 63/72
Biological sling: 55/67
Adverse events -
bladder injury - n/N
Synthetic sling: 8/72
Biological sling: 3/67
Repeat surgery - n/N
Synthetic sling: 0/72
Biological sling: 2/67

Comments

Limitations

Random sequence
generation: Unclear risk
(insufficient information)
Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)

Incomplete outcome data:
Low risk (no dropouts in
either group)

Selective

reporting: Unclear risk
(insufficient information)
Other bias: Low risk
(appears free from other
sources of bias)

Other information

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details
RCT

Aim of the study
To evaluate
effectiveness of
cadaveric fascia
lata pubvaginal
sling compared
to (retropubic)
intravaginal
slingplasty in
women with SUI

Study dates
Not reported

Source of
funding

Not reported

Full citation
Basu,M.,
Duckett,J., A
randomised trial
of a retropubic

Participants Interventions

with SUI due to
urethral hypermobility

Exclusion criteria
Women with

intrinsic sphincter
deficiency

uterine prolapse
rectocele
enterocele

grade Il or IV
cystocele

Interventions
Intervention:
Single-incision
mini-sling

Sample size
N=71 randomised
Intervention, n=38
Control, n=33

Methods

Details

Procedures conducted under
general or regional anaesthesia
depending on patient choice with
majority having former. Cystoscopy
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Outcomes and Results

Complications at 12
months FU - n/N

Mesh extrusion
Synthetic sling: 0/72
Biological sling: 0/67
Need for catheterisation
Synthetic sling: 8/72
Biological sling: 8/67
Infection

Synthetic sling: 0/72
Biological sling: 0/67
De novo OAB - urge
urinary incontinence
Synthetic sling: 18/72
Biological sling: 45/67
De novo - OAB - de

novo detrusor
overactivity

Synthetic sling: 5/72
Biological sling: 15/67
Wound complication
Synthetic sling: 0/72
Biological sling: 0/67

Results

Note: data for 3-year
outcomes from Basu et
al. 2013.

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
block randomisation)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details
tension-free
vaginal tape
Vversus a mini-
sling for stress
incontinence,
BJOG: An
International
Journal of
Obstetrics and
Gynaecology,
117, 730-735,
2010

Ref Id

100560

Country/ies
where the study
was carried out
UK

Study type

RCT

Aim of the study
To compare
mini-sling to
TVT in
treatment of SUI
and urodynamic
Sl in women

Study dates

Participants
Characteristics
Age (years) - mean
+SD

MiniArc: 49.7 (10.7)
TVT: 48.2 (9.4)
BMI - mean £SD
MiniArc: 30.1 (7.6)
TVT: 28.2 (5.6)
Parity - median
MiniArc: 2

TVT: 2
Postmenopausal (%)
MiniArc: 32

TVT: 27

Inclusion criteria
Women

with SUI symptoms
and objective
evidence of
urodynamic Sl

who failed
conservative treatment
deemed suitable for a
continence procedure

Exclusion criteria
Women

Interventions

Control: Other
synthetic sling

Methods

performed in all cases. Patients
discharged if post-void residual
<100ml. Follow up at 6 months and
3 years.

Single-incision mini-sling (MiniArc)
MiniArc (AMS) used, 8 cm
macroporous polypropylene tape
passed into obturator via 1cm
incision below external urethral
meatus and anchored via self-
fixating tips at both ends.

Other synthetic sling (TVT)
Advantage TVT (Boston Scientific)
used and procedure conducted as
described by Ulmsten & Petros
1995.
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Outcomes and Results

Objective cure at 6
months (no USI on
urodynamic testing) -
n/N

MiniArc: 24/38
TVT: 29/33

Subjective cure at 6
months (No SUI
according to KHQ and
self-report) - n/N
MiniArc: 22/38

TVT: 32/33

Subjective cure at 3
years - n/N

MiniArc: 18/38
TVT: 30/33

Adverse events -
bladder injury - n/N

MiniArc: 0/38
TVT: 0/33

Repeat surgery for
mesh complications at
6-months - n/N

MiniArc: 2/38
TVT: 0/33

Repeat surgery for SUI
at 6-months - n/N

MiniArc: 9/38
TVT: 0/33

Comments

Allocation concealment:
Unclear risk (opaque
envelopes used but no
further information)
Blinding of
participants/personnel: Lo
w risk (participants
blinded to group
assignment)

Blinding of outcome
assessment: Unclear risk
for 6-mo outcomes
(insufficient information);
Low risk for 3-year
outcomes (self-reported
outcomes only)

Incomplete outcome data:
Low risk (missing data not
sufficient of have
clinically-relevant impact
on effect estimates)

Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
Three-year follow-up data
reported in Basu et al.
2013.
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Study details

01/2008 to
02/2009

Source of
funding

Funded by grant
from American
Medical
Systems.

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods

with history of
previous continence
surgery

evidence of voiding
dysfunction

known bladder
pathology, prolapse of
POP-Q22

recurrent urinary tract
infections

planning to conceive
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Outcomes and Results

Repeat surgery for SUI
at 3-years - n/N
MiniArc: 9/38

TVT: 0/33

King's Health
Questionnaire at 3 years
(MiniArc, n=35; TVT,
n=26) - mean
differences +SD
Note:MD and SDs below
calculated from reported
pre- and post- scores
and within-group p-
values as SDs for these
values not reported
Role limitations: MiniArc
-46.7 (378.13); TVT -
79.89 (88.19)

Physical limitations:
MiniArc -41.7 (115.52);
TVT -82.2 (127.51)
Social limitations:
MiniArc -27.8 (67.37);
TVT -34.6 (57.31)
Personal relationships:
MiniArc -27.8 (77.01);
TVT -53.6 (126.15)
Emotions: MiniArc -8.8
(27.83); TVT -15.9
(37.42)

Comments
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Study details Participants Interventions Methods Outcomes and Results Comments

Sleep/energy: MiniArc
+0.7 (7.61); TVT -2.8
(13.21)

Severity: MinArc -18.6
(56.56); TVT -69.6
(115.29)

Complications - n/N

Mesh extrusion at 6-
months

MiniArc: 2/37
TVT: 0/33

Need for catheterisation
at 6-months

MiniArc: 2/37
TVT: 2/33

De novo detrusor
overactivity at 6-mo

MiniArc: 2; 37

TVT: 2/33
Full citation Sample size Interventions Details Results Limitations
Basu, M., N=71 randomised Intervention: See entry for Basu et al. 2010 for See entry for Basu et al.  See entry for Basu et al.
Duckett, J., Intervention, n=38 Single-incision further details. 2010 for further details. 2010 for further detalils.
Three-year Control, n=33 mini-sling
resglts fron(; 2 I Control: Other Other information
randomised tria ic sli
of aretropubic  Characteristics SYIHES S 3-year follow up study to
mid-urethral See entry for Basu et Basu et al. 2010.
sling versus the al. 2010 for further
Miniarc single details.
incision mini-
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Study details Participants Interventions Methods Outcomes and Results Comments
sling for stress
urinary Inclusion criteria
:ni:onur:_encel:, See entry for Basu et
nternationa al. 2010 for further
Urogynecology T
Journal, 24, '
2059-64, 2013 _ -
Ref Id Exclusion criteria
See entry for Basu et

542601

. al. 2010 for further
Countrylies .

where the study
was carried out

Uk
Study type
RCT

Aim of the study
To report 3-year
outcomes of
MiniArc single-
incision sling
compared to
TVT in women
with SUI and
usl

Study dates

01/2008 to
02/2009
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Study details

Source of
funding

Funded by grant
from American
Medical
Systems.

Full citation

Bianchi-Ferraro,
A. M., Jarmy-
DiBella, Z. I., de
Aquino Castro,
R., Bortolini, M.
A., Sartori, M.
G., Girao, M. J.,
Randomized
controlled trial
comparing TVT-
O and TVT-S for
the treatment of
stress urinary
incontinence: 2-
year results,
International
Urogynecology
Journal, 25,
1343-8, 2014

Ref Id
541277

Country/ies
where the study
was carried out

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions

Interventions
Intervention:
Single-incision
mini-sling

Sample size
N=122 randomised
Intervention, n=66

Control, n=56
Control: Other
Characteristics e Sl

See entry for Biancho-
Ferraro et al. 2013 for
more details.

Inclusion criteria

See entry for Biancho-
Ferraro et al. 2013 for
more details.

Exclusion criteria

See entry for Biancho-
Ferraro et al. 2013 for
more details.

Methods

Details

See entry for Biancho-Ferraro et al.

2013 for more details.
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Outcomes and Results

Results

See entry for Biancho-
Ferraro et al. 2013 for
more details.

Comments

Limitations

See entry for Biancho-
Ferraro et al. 2013 for
more details.

Other information
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Study details Participants Interventions Methods Outcomes and Results Comments
Brazil

Study type

RCT

Aim of the study

To compare 2-
year FU cure
rates of TVT-
Secur-U with
TVT-Oin
women with SUI

Study dates
Start date of
02/2009;
unknown
whether trial has
been completed

Source of

funding

Funded by

Federal

University of

Sao Paulo

Full citation Sample size Interventions Details Results Limitations
Bianchi-Ferraro, N=122 randomised Intervention: Clinicaltrials.gov, NCT 01095159. Note: 2-year FU data Random sequence
A.M. H. M, Intervention, n=66 Single-incision Procedures performed by 5 from Bianchi-Ferraro et  generation: Low risk
Bella, Z. I. K. J. Control, n=56 mini-sling surgeons, aII_of which were al. 2014. (compu;er-generated
D., De, A. experienced in TVT-O and also had randomisation)

232
Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
2018)



DRAFT FOR CONSULTATION

Surgical and physical management of stress urinary incontinence

Study details

Castro R.,
Bortolini, M. A.

T., Sartori, M. G.

F., Girao, M. J.
B. C., Single-
incision sling
compared with
transobturator
sling for treating
stress urinary
incontinence: A
randomized
controlled trial,
International
Urogynecology
Journal, 24,
1459-1465,
2013

Ref Id
631258

Countryl/ies
where the study
was carried out

Brazil
Study type
RCT

Aim of the study
To compare
cure rates of
TVT-Secur-U

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants

Characteristics

Age (years) - mean
+SD

TVT-Secur: 54.05
(11.37)

TVT-0: 52.13 (8.79)
BMI - mean £SD

TVT-Secur: 29.84
(5.35)

TVT-O: 30.02 (4.69)
Parity - n (range)
TVT-Secur: 4 (0-13)
TVT-O: 3 (0-15)

Inclusion criteria
Women with

clinically and
urodynamically-
confirmed stress
urinary incontinence

Exclusion criteria
Women with
Detrusor overactivity
(urodynamic study)
Urodynamic changes
suggesting reduced
vesical capacity

Interventions

Control: Other
Synthetic sling

Methods

performed at least 5 TVT-S
procedures before study.
Cystoscopy performed only if
suspicion of bladder injury at time of
operation or during FU if postop
irritative urinary symptoms/recurrent
UTI. All participants received
prophylactic antibiotics cefazolin and
metronidazole 1 hour before
surgery.

Single-incision mini-sling (TVT-
Secur-U)

Gynecare TVT-Secur used under
local anaesthetic and iv sedation, or
under spinal anaesthesia.

Other Synthetic sling (TVT-O)
Gynecare TVT-O used

233

Outcomes and Results
Objective cure at 1 year
(negative stress test,
negative pad test, and
no leakage on
urodynamic
assessment) - n/N
TVT-Secur: 53/66
TVT-O: 47/56
Objective cure at 2
years - n/N
TVT-Secur: 51/66
TVT-O: 48/56
Subjective cure at 1
year (no leakage as
assessed by KHQ
score=0) - n/N
TVT-Secur: 58/66
TVT-O: 49/56
Subjective cure at 2
years - n/N
TVT-Secur: 50/66
TVT-O: 45/56

Repeat surgery at 2
years for SUI - n/N
TVT-Secur: 1/66
TVT-O: 1/56

Repeat surgery for
mesh complications at
<1 year - n/N
TVT-Secur: 2/66

Comments

Allocation

concealment: Low risk
(investigator enrolling
participants had no
contact with patients and
no information about their
status)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (missing data not
sufficient to make
clinically relevant impact
on effect estimates)
Selective reporting:
Unclear risk (protocol
available but insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
2-year follow up data
reported in Bianchi-
Ferraro et al. 2014.
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Study details
with TVT-O in
women with SUI

Study dates
Start date of
02/20009;
unknown
whether trial has
been completed

Source of
funding
Funded by
Federal
University of
Sao Paulo

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods

Associated
neurological diseases

Coagulopathies
Pregnancy

Foreign matter
sensitiveness history
Acute urinary tract
infection

Sequel from high
ionizing radiation
exposure

Use of drugs that may
result in high surgical
risk and/or significant
postoperative
complication
Anesthetic procedure
contraindication
Vulvovaginitis:
presence of vaginal
secretion with infection
clinically or lab
supported
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Outcomes and Results Comments
TVT-O: 1/56

Repeat surgery for

mesh complications at

>1 year to <2 years -

n/N

TVT-Secur: 3/66

TVT-O: 2/56

KHQ scores at 2 years
(TVT-S-U, n=61; TVT-O,
n=54) - mean +SD
General health
perception:

TVT-Secur: 22.1 (14.65)
TVT-O: 22.69 (19.59)
Incontinence impact:
TVT-Secur: 5.48 (18.44)
TVT-O: 4.44 (17.19)
Role limitation:
TVT-Secur: 3.55 (13.30)
TVT-O: 3.40 (16.31)
Physical limitation:
TVT-Secur: 3.28 (11.71)
TVT-0: 2.78 (11.10)
Social limitation:
TVT-Secur: 0.64 (2.89)
TVT-O: 1.03 (5.40)
Personal relationships:
TVT-Secur: 0.00 (0.00)
TVT-0: 0.42 (2.27)



DRAFT FOR CONSULTATION
Surgical and physical management of stress urinary incontinence

Study details Participants Interventions Methods Outcomes and Results Comments
Emotions:
TVT-Secur: 3.28(13.66)
TVT-O: 3.70 (16.44)
Sleep/energy:
TVT-Secur: 0.00 (0.00)
TVT-O: 2.78 (15.10)
Severity measures:
TVT-Secur: 5.46 (14.42)
TVT-0: 5.25 (15.30)
Complications - n/N
Pain at <6 months
TVT-Secur: 1/66
TVT-O: 15/56
Pain at >1 year to <2
years
TVT-Secur: 0/66; 1/56
Mesh extrusion at <1
year
TVT-Secur: 2/66
TVT-O: 1/56

Mesh extrusion at >1
year to <2 years

TVT-Secur: 3/66
TVT-O: 2/56

Need for catheterisation
at <6 months

TVT-Secur: 2/66
TVT-O: 2/56
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Study details Participants Interventions Methods Outcomes and Results Comments
Infection (UTI) at <1
year
TVT-Secur: 3/66
TVT-O: 4/56

Infection (UTI) at >1
year to <2 years

TVT-Secur: 0/66
TVT-O: 0/56

De novo OAB - de novo
urge at <1 year
TVT-Secur: 1/66
TVT-0O: 2/56

De novo OAB - de novo
urge at >1 year to <2

years
TVT-Secur: 0/66
TVT-O: 0/56
Full citation Sample size Interventions Details Results Limitations
Brubaker, L., N=597 randomised Intervention: See entry for Richter et al. 2010 for See entry for Richter et  See entry for Richter et al.
Norton, P. A., Intervention, n=298 Retropubic sling more details al. 2010 for more details 2010 for more details
Albo, M. E., Control, n=299 Control:
Chai, T. C,, Transobturator Other information
Dandreo, K. J., . sling
Lloyd, K. L., Characteristics
Lowder, J. L., See entry for Richter
Sirls, L. T., et al. 2010 for more
Lemack, G. E., details
Arisco, A. M.,
Xu, Y., Kusek, J. |nclusion criteria
W., Urinary
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Study details Participants Interventions Methods Outcomes and Results Comments
Incontinence See entry for Richter

Treatment, et al. 2010 for more

Network, details

Adverse events
over two years
after retropubic
or transobturator
midurethral sling
surgery: findings
from the Trial of
Midurethral
Slings (TOMUS)
study, American
Journal of
Obstetrics &
GynecologyAm
J Obstet
Gynecol, 205,
498.e1-6, 2011
Ref Id

673728
Country/ies
where the study
was carried out

USA
Study type
Multicentre RCT

Exclusion criteria

See entry for Richter
et al. 2010 for more
details

Aim of the study

To report >2-
year
complications of
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Study details Participants Interventions Methods Outcomes and Results Comments

retropubic
compared to
transobturator
slings in women
with SUI

Study dates

04/2006 to
06/2008

Source of
funding
Supported by
cooperative
agreements
(UO1 DK58225,
U01 DK58229,
U01 DK58234,
U01 DK58231,
U01 DK60379,
U01 DK60380,
U01 DK60393,
UO01 DK60395,
U01 DK60397,
and UO1
DK60401) from
the National
Institute of
Diabetes and
Digestive and
Kidney
Diseases and by
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Study details Participants Interventions Methods Outcomes and Results Comments
the National

Institute of Child

Health and

Human

Development.

Partly funded by

NIH grants to 4

authors.

Full citation Sample size Interventions Details Results Limitations
Brubaker, L.,

Richter, H. E., Characteristics Other information
Norton, P. A.,
Albo, M.,
Zyczynski, H.
M., Chai, T. C.,
Zimmern, P., Exclusion criteria
Kraus, S., Sirls,

L., Kusek, J. W.,

Stoddard, A.,

Tennstedt, S.,

Gormley, E. A,,

5-year

continence

rates,

satisfaction and

adverse events

of burch

urethropexy and

fascial sling

surgery for

urinary

incontinence,

Inclusion criteria
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Study details
Journal of
Urology, 187,
1324-1330,
2012

Ref Id

673729
Country/ies
where the study
was carried out

Study type

Participants

Aim of the study

Study dates

Source of

funding

Full citation Sample size
Carey, M. P., N=200 randomised
Goh, J. T., Intervention, n=96
Rosamilia, A., Control, n=104
Cornish, A.,

Gordon, I., -
Hawthorne, G., Characteristics
Maher, C. F., Age (years) - mean
Dwyer, P. L., +=SD

Moran, P., Laparoscopic: 51.0
Gilmour, D. T., (9.9), n=96
Laparoscopic Open: 52.3 (10.6),
Versus open n=104

Interventions

Interventions

Intervention:
Laparoscopic
colposuspension
with sutures
Control: Open
colposuspension
with sutures

Methods

Details

Transurethral Foley catheter
removed ~18 hrs after surgery but
reinserted if unable to void and/or
had residual of more than 150 ml.
Standardised anaesthesia protocol
and postoperative pain relief
protocol with iv patient-controlled
analgesia and nonsteroidal anti-
inflammatory suppositories used.
Seven surgeons performed all
procedures with Number 0 braided
polyester suture on a CT-2 needle
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Outcomes and Results

Results

Obijective cure at 6
months (# absence of
urodynamic stress
incontinence) - n/N
Laparoscopic: 60/96
Open: 72/104
Subjective cure at 24
months (# not reporting
stress incontinence) -
n/N

Laparoscopic: 48/96

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
block randomisation lists,
stratified by centre and by
women undergoing
concomitant rectocele
repair)

Allocation concealment:
Low risk (independent
investigator,
surgeons/staff informed of

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details Participants Interventions Methods Outcomes and Results Comments

Burch BMI - mean +SD (Ethibond) used in both Open: 63/104 group assignment
colposuspensio | anaroscopic: 29.0 interventions. Follow up: 6 months,  adverse events - severe iImmediately before
n: Arandomised (5.7) n=76 24 months bleeding requiring blood ~ SUrgery)
g(‘)]rgrcta).lleA(:] trial, Open: 28.0 (4.8), n=80 Laparoscopic colposuspension with  transfusion - n/N Blinding of .
Internétional Parity - mean +SD suture _ _ Laparoscopic: 0/96 parquants/personn_el.

L aparosconic: 2.8 Transperitoneal approach with 2 or 3 gpen: 1/104 Low risk (patients blinded
Journal of p pic: 2. sutures used. by using one type of

Obstetrics and
Gynaecology,
113, 999-1006,
2006

Ref Id

673751

Country/ies
where the study
was carried out

Australia
Study type
Multicentre RCT

Aim of the study

To compare
laparoscopic
with open Burch
colposuspensio
non
perioperative
characteristics,
short- and long-
term outcomes
in women with
urodynamics

(1.3), n=94

Open: 2.6 (1.3), n=100
POP status: not
reported, major
degrees of POP
excluded

Preoperative urge
incontinence (n=200,
whole sample): 67%

Detrusor overactivity
at urodynamic testing
(n=200, whole
sample): 11%

Inclusion criteria
Women with

urodynamic stress
incontinence

failed conservative
therapy

Exclusion criteria
Women with

Open coloposuspension

2 or 3 sutures used with urethral
catheter inserted at end of surgery.

241

Adverse events
- bladder injury - n/N

Laparoscopic: 5/96
Open: 1/104

dressing and iodine for all
operations)

Blinding of outcome
assessment: Low risk
(attempt to blind postop
nursing staff by using one
type of dressing and
iodine for all operations)
Incomplete outcome data:
Unclear risk (insufficient
information)

Selective reporting: Low
risk (missing data similar
across groups for similar
reasons)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details
stress
incontinence

Study dates

01/1997 to
12/1998

Source of
funding
Supported by
research grant
from The

Royal Women’s
Hospital,
Foundation,
Melbourne,
Australia

Full citation

Chai, T. C,,
Albo, M. E.,
Richter, H. E.,
Norton, P. A.,
Dandreo, K. J.,
Kenton, K.,
Lowder, J. L.,
Stoddard, A. M.,
Complications in
Women
Undergoing
Burch
Colposuspensio

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions

previous retropubic
continence surgery
maximum urethral
closure pressure of 20
cm H20 or less
medically unsuitable
for laparoscopic or
open surgery

major degrees of
coexisting pelvic organ
prolapse,

requiring surgery other
than a simple
rectocele repair

Sample size Interventions
Characteristics

Inclusion criteria

Exclusion criteria

Methods

Details
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Outcomes and Results

Results

Comments

Limitations

Other information
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Study details
n Versus
Autologous
Rectus Fascial
Sling for Stress
Urinary
Incontinence,
Journal of
Urology, 181,
2192-2197,
2009

Ref Id

673761

Countrylies
where the study
was carried out

Study type

Participants

Aim of the study

Study dates

Source of

funding

Full citation Sample size

Cheon, W. C,, N=90 randomised

Mak, J. H. L., Intervention, n=47

Liu, J. Y. S., Control, n=43

Prospective

randomised o
Characteristics

controlled trial

Interventions

Interventions
Intervention:
Laparoscopic
colposuspension
with sutures

Methods

Details

2 x 1-0 unabsorbable polybutylate-

coated polyester sutures (Ethibond)
used in both procedures.

Antibiotic prophylaxis given to both

groups (metronidazole, cefuroxime).

Follow up: 1 year
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Outcomes and Results

Results

Obijective cure at 1 year
(# dry during cough test)
- n/N

Laparoscopic: 40/47
Open: 37/43

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
random number table)
Allocation concealment:
Low risk (sealed,

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details
comparing
laparoscopic
and open
colposuspensio
n, Hong Kong
Medical Journal,
9, 10-14, 2003
Ref Id

609479

Countryl/ies
where the study
was carried out
Hong Kong,
China

Study type

RCT

Aim of the study

To compare
efficacy, safety,
complications
and short-term
outcomes of
laparoscopic vs
open
colposuspensio
n in women with
pure stress
incontinence

Study dates

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants

Age (years) - mean
+SD

Laparoscopic: 51.1
(9.2)

Open: 50.4 (9.2)
Parity - mean +SD
Laparoscopic: 2.7
1.2)

Open: 2.9 (1.2)
Concomitant
hysterectomy - n/N
Laparoscopic: 7/47
Open: 16/43

POP status: not
reported

Inclusion criteria
Women with
urodynamically-proven
pure stress
incontinence

Exclusion criteria
Women with
pathological condition
that might

limit flexibility of
vaginal wall (e.qg.
reduced

Interventions

Control: Open
colposuspension
with sutures

Methods

Laparoscopic colposuspension with
sutures

Both transperitoneal and
extraperitoneal approach used.
Indwelling catheter inserted and
bladder emptied, removed only if
satisfactory voiding. All women
stayed in hospital until catheters
removed.

Open coloposuspension with
sutures

Bladder draining using Bornarno
suprapubic catheter
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Outcomes and Results

Subjective cure at 1
year (# self-reported
absence of SUI) - n/N

Laparoscopic: 38/47
Open: 37/43

Adverse events -
bladder injury - n/N

Laparoscopic: 2/47
Open: 0/43

Complications at 6-12
months - n/N

Number with de novo
detrusor instability

Laparoscopic: 12/47
Open: 5/43

Number with
dyspareunia - n/N
Laparoscopic: 3/47
Open: 4/43

Number with
enterocoele - n/N
Laparoscopic: 1/47
Open: 2/43

Patient satisfaction (#
very
satisfied/satisfied/not
satisfied) - n
Laparoscopic: 14/32/1
Open: 13/28/2

Comments

sequentially numbered,
opaque envelopes used)
Blinding of
participants/personnel:
Unclear risk (Blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (No missing
outcome data)

Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details Participants Interventions Methods Outcomes and Results Comments
07/1999 to vaginal capacity or
08/2001 fibrosis)
previous anti-
Source of continence surgery or
funding intrinsic sphincter

deficiency (resting
maximum urethral
closure pressure <20
cm H20 or Valsalva

None reported

leak point
pressure <60 cm
H20)
Full citation Sample size Interventions Details Results Limitations
Costantini, E., N=148 randomised Intervention: See entry for Porena et al. 2007 for ~ See entry for Porena et  See entry for Porena et al.
Kocjancic, E., Intervention, n=73 Retropubic sling further details. al. 2007 for further 2007 for further detalils.
La_lzzen, M.,. Control, n=75 Control: details.
Giannantoni, A., Transobturator Other information
Zucchi, A., o S|ing
Carbone, A., Characteristics
Bini, V., See entry for Porena
Palleschi, G., et al. 2007 for further
Pastore, A. L., details.
Porena, M.,
Long-term Inclusion criteria

efficacy of the See entry for Porena

trans-obturator et al. 2007 for further
and retropubic

. details.
mid-urethral
slings for stress _ o
urinary Exclusion criteria

incontinence:
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Study details Participants Interventions Methods Outcomes and Results Comments

update from a See entry for Porena
randomized et al. 2007 for further
clinical trial, details.

World Journal of

Urology, 34,

585-93, 2016

Ref Id

541328

Countrylies

where the study

was carried out

Italy

Study type

RCT

Aim of the study
To report 5-year
complications,
functional
outcomes and
success rates of
TVT and TOT in
women with SUI

Study dates

05/2003 to
11/2005

Source of
funding

Not reported
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Study details Participants Interventions Methods Outcomes and Results Comments

Full citation Sample size Interventions Details Results Limitations
Culligan, P. J.,

Goldberg, R. P.,  Characteristics Other information
Sand, P. K., A

randomized. Inclusion criteria

controlled trial

comparing a
modified Burch Exclusion criteria
procedure and a
suburethral
sling: long-term
follow-up,
International
Urogynecology
Journal, 14,
229-33;
discussion 233,
2003

Ref Id

541337
Countrylies
where the study
was carried out

Study type
Aim of the study

Study dates
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Study details

Source of
funding

Full citation

Darai, E.,
Frobert, J. L.,
Grisard-Anaf,
M., Lienhart, J.,
Fernandez, H.,
Dubernard, G.,
David-
Montefiore, E.,
Functional
Results After the
Suburethral
Sling Procedure
for Urinary
Stress
Incontinence: A
Prospective
Randomized
Multicentre
Study
Comparing the
Retropubic and
Transobturator
Routes,
European
Urology, 51,
795-802, 2007
Ref Id

618505

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants

Sample size
N=88 randomised
Intervention, n=42
Control, n=46

Characteristics

See entry for David-
Montefiore et al. 2006
for further details

Inclusion criteria

See entry for David-
Montefiore et al. 2006
for further details

Exclusion criteria

See entry for David-
Montefiore et al. 2006
for further details

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator
sling

Methods

Details

See entry for David-Montefiore et al.

2006 for further details
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Outcomes and Results

Results

See entry for David-
Montefiore et al. 2006
for further details

Comments

Limitations

See entry for David-
Montefiore et al. 2006 for
further details

Other information

Original study reported in
David-Montefiore et al.
2006; Four-year follow up
results reported in
Ballester et al. 2012
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Study details Participants Interventions Methods Outcomes and Results Comments
Countrylies

where the study

was carried out

France

Study type

Multicentre RCT

Aim of the study
To report
functional
outcomes,
urodynamic
parameters and
quality of life of
retropubic and
tranobturator
slings in women
with SUI

Study dates

03/2004 to
05/2005

Source of
funding

Not reported

Full citation Sample size Interventions Details Results Limitations

David- N=88 randomised Intervention: All surgeons had substantial Note: ~10-mo data from Random sequence

Montefiore,E., Intervention, n=42 Retropubic sling experience with retropubic sling Darai et al. 2007; 4-year generation: Low risk
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Study details
Frobert,J.L.,
Grisard-Anaf,M.,
Lienhart,J.,
Bonnet,K.,
Poncelet,C.,
Darai,E., Peri-
operative
complications
and pain after
the suburethral
sling procedure
for urinary
stress
incontinence: a
French
prospective
randomised
multicentre
study comparing
the retropubic
and
transobturator
routes,
European
Urology, , 133-
138, 2006

Ref Id
100780

Country/ies
where the study
was carried out

France

Participants
Control, n=46

Characteristics
Age (years) -
mean £SD

TVT: 56.8 (12)
TOT: 53.4 (10.5)
BMI - mean £SD
TVT: 25 (4)
TOT: 26 (4)
Nulliparous (%)
TVT: 2.4

TOT: 6.5
Postmenopausal (%)
TVT: 67

TOT: 59

Inclusion criteria
Women
>18 years-old

urodynamically- and
clinically-proven SUlI

Exclusion criteria
Women

with previous history
of radiotherapy

or chemotherapy, or
anticoagulant or

Interventions

Control:
Transobturator
sling

Methods

procedures and had performed

=30 transobturator sling procedures.
[-STOP® device used for both
procedures, macroporous non-
elastic monofilament polypropylene
mesh tape. All procedures
performed in modified dorsal-
lithotomy position. Choice of general
or regional anaesthetic made in
each centre. Cystoscopy performed
in all cases. Discharged when
residual urine volume <150ml. Mean
short-term FU=~10 mo

Retropubic sling (TVT)

Procedure as described by Ulmsten
et al. 1996. long-term FU=52.7
months (range 48-61).
Transobturator sling (TOT)

Procedure as described by Delorme
2001. Mean long-term FU=53.1
(range 48-63).
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Outcomes and Results
data from Ballester et al.
2012.

Adverse events -
bladder injury - n/N
TVT: 4/42

TOT: 0/46

Objective Cure at ~10-
mo (no stress
incontinence on clinical
and urodynamic
examination) - n/N
TVT: 37/42

TOT: 40/46

Obijective cure at 4
years (no stress
incontinence on clinical
and urodynamic
examination, negative
cough stress test, and
no urinary retention on
spontaneous voiding
<150ml) - n/N

TVT: 27/42

TOT: 32/ 46
Complications - n/N
Need for catheterisation
in <6 weeks

TVT: 0/42

TOT: 0/46

Mesh extrusion at ~10
months

Comments

(computer-generated
randomisation code)

Allocation concealment:
Low risk (central
allocation revealed just
before procedure)
Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome
data: Low risk (missing
data similar between
groups and for similar
reasons)

Selective reporting:
Unclear risk (insufficient
information)

Other bias: High risk
(participants in retropubic
group had significantly
lower urethral closure
pressure at baseline than
those in transobturator

group)

Other information

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details
Study type
Multicentre RCT

Aim of the study

To compare
perioperative
complications,
pain and
functional
results of TVT
procedure using
same
polypropylene
tape in
retropubic and
transobturator
positions

Study dates

03/2004 to
05/2005

Source of
funding

Not reported

Full citation
Deffieux,X.,
Daher,N.,
Mansoor,A.,
Debodinance,P.,

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants
antipsychotic
treatment

who are pregnant

Sample size
N=149 randomised
Intervention, n=75
Control, n=74

Interventions

Interventions

Intervention:
Retropubic sling

Methods

Details

ClinicalTrials.gov, NCT00135616. All
surgeons substantial experience
with TVT and TVT-O procedures
before study enrolment. Cystoscopy

251

Outcomes and Results
TVT: 0/42
TOT: 0/46

De novo urgency at
~10-months

TVT: 2/42
TOT: 4/46

De novo urgency at 4
years

TVT: 7/34
TOT: 10/37

De novo nocturia at~10-
months

TVT: 3/42
TOT: 1/46

De novo nocturia at 4
years

TVT: 9/34

TOT: 18/37

Infection at ~10 months
TVT: 0/42

TOT: 0/46

Results

Cure at 6 months (no
leakage and negative
cough stress test) - n/N
TVT: 63/75

Comments

Functional outcomes and
quality of life outcomes at
10 months reported in
Darai et al. 2007; Four-
year follow up results
reported in Ballester et al.
2012

Limitations

Random sequence
generation: Low risk
(computer-generated
block randomisation)
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Study details
Muhlstein,J.,
Fernandez,H.,
Transobturator
TVT-O versus
retropubic TVT:
results of a
multicenter
randomized
controlled trial at
24 months
follow-up,
International
Urogynecology
Journal, 21,
1337-1345,
2010

Ref Id

124241

Countryl/ies
where the study
was carried out

France
Study type
Multicentre RCT

Aim of the study
To compare
TVT and TVT-O
in in women with
Sul

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants

Characteristics

Age (years) - mean
+SD

TVT: 54.6 (10.9)
TVT-O: 54.6 (10.9)
BMI - mean £SD
TVT: 26.3 (4.5)
TVT-0: 26.3 (5.7)
Parity - mean +SD
TVT: 2.4 (1.2)
TVT-0O: 2.4 (1.3)
Postmenopausal (%)
TVT: 57

TVT-O: 54
Cystocele Stage 1 (%)
TVT: 32

TVT-O: 32

Inclusion criteria
Women with

=18 years-old

isolated or mixed USI
(ICS classification)
surgery for USI
indicated

positive cough stress
test during cystometry

Interventions

Control:
Transobturator
sling

Methods

performed in all cases. Vaginal
incision same in both groups.

Retropubic sling (TVT)

Gynecare TVT, procedure according
to Ulmsten et al. 1996.

Transobturator sling (TVT-O)

Gynecare TVT-O used, procedure
according to De Leval 2003.

252

Outcomes and Results
TVT-O: 65/74

Cure at 12 months - n/N
TVT: 62/75

TVT-0: 61/74

Cure at 2 years - n/N
TVT: 54/75

TVT-O: 56/74

Obijective cure at 6
months (negative cough
stress test) - n/N

TVT: 69/75
TVT-O: 68/74

Objective cure at 12
months - n/N

TVT: 65/75
TVT-O: 67/74

Obijective cure at 2
years -n/N

TVT: 61/75
TVT-O: 65/74

Subjective cure at 6
months (no self-reported
leakage and no use of
pads) - n/N

TVT: 63/75

TVT-O: 66/74
Subjective cure at 12
months - n/N

TVT: 63/75

Comments

Allocation concealment:
Unclear risk (selaed,
opaque envelopes but no
further details)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (missing data
similar across groups at
each time point and for
similar reasons)
Selective reporting: Low
risk (protocol available, all
primary and secondary
outcome reported)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details
Study dates

01/2005 to
12/2007

Source of
funding

Not reported

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods
in sitting position (full

bladder 200-300 ml)

Exclusion criteria
Women with

planned concomitant
pelvic organ prolapse
surgery

concomitant
hysterectomy
previous incontinence
surgery

with pregnancy
receiving
anticoagulant therapy,
POP-Q>1

unable to understand
the purpose of trial
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Outcomes and Results Comments
TVT-O: 61/74

Subjective cure at 2
years - n/N

TVT: 55/75
TVT-O: 56/74

Adverse events -
bladder injury - n/N

TVT: 4/75

TVT-0: 2/74

Adverse events - bowel
injury - n/N

TVT: 0/75

TVT-O: 0/74

Adverse events - severe
bleeding requiring
transfusion - n/N

TVT: 0/75

TVT-0: 0/74

Repeat surgery for
mesh complications at 2
years - n/N

TVT: 2/75
TVT-O: 1/74
Complications - n/N

Mesh extrusion at 2
months

TVT: 0/75
TVT-O: 1/74

Need for catheterisation
at 2 months
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Study details

Full citation
Demirci,F.,
Yucel,O.,
Comparison of
pubovaginal
sling and burch
colposuspensio
n procedures in
type /1l genuine
stress
incontinence,
Archives of
Gynecology and
Obstetrics, 265,
190-194, 2001

Ref Id
128412

Country/ies
where the study
was carried out

Turkey
Study type
RCT

Aim of the study

To compare
Burch
colposuspensio

Participants

Sample size
N=46 randomised
Intervention, n=23
Control, n=23

Characteristics

Age (years) - mean
+SD
Colposuspension: 48.
13 (6.73)

Fascial sling; 48.86
(6.31)

BMI - mean £SD

Colposuspension: 28.
05 (4.74)

Fascial sling: 28.64
(3.64)

Parity - mean +SD
Colposuspension: 4.4
3 (2.53)

Fascial sling: 4.13
(1.63)
Posmenopausal (%)
Colposuspension: 35
Fascial sling: 26

Interventions

Interventions
Intervention:
Colposuspension
Control: Fascial
sling

Methods

Details

All surgical procedures performed by
same experienced surgeon. All
patients received suprapubic
catheter, clamped on 3rd
postoperative day.
Colposuspension with sutures
Burch colposuspension performed
as described by Tanagho et al.
1976, using 2 sutures.

Fascial sling

Autologous rectus fascial sling
performed as described by McGuire
& Wan 1992
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Outcomes and Results
TVT: 6/75
TVT-O 2/74

Results

Subjective cure at 1
year (symptom
free/completely dry) -
n/N

Colposuspension: 15/23
Fascial sling: 16/23

Complications at 1 year
- n/N

Pain
Colposuspension: 2/17
Fascial sling: 4/17
Infection
Colposuspension: 2/14
Fascial sling: 1/15

De novo detrusor
instability
Colposuspension: 1/17
Fascial sling: 1/17
POP occurrence
Colposuspension: 2/17
Fascial sling: 0/17

Comments

Limitations

Random sequence
generation: Unclear risk
(insufficient information)
Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (missing data
balanced across groups
for similar reasons)
Selective

reporting: Unclear risk
(insufficient information)
Other bias: Low risk
(appears free from other
sources of bias)

Other information

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details Participants Interventions Methods Outcomes and Results Comments
n to autologous  Concomitant POP

rectus fascial surgery (%)

sling in women  colposuspension: 39

withtype lor il oqial sling: 35

stress

incontinence ) o
Inclusion criteria

Study dates Wom.en wrfh
genuine urinary stress

Unclear, not : )
reported incontinence
according to
urodynamic studies
Sour'ce of bladder neck
funding

hypermobility
None reported  according to perineal
ultrasonography

Exclusion criteria
Women with

Valsalva leak point
pressure (VLPP) <90
cm H20 water

previous anti
incontinence surgery

detrusor instability

severe genital
prolapsus (cystocele,
rectocele, enterocele)

Full citation Sample size Interventions Details Results Limitations
N=130 randomised
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Study details
Djehdian, L. M.,
Araujo, M. P.,
Takano, C. C.,
Del-Roy, C. A,,
Sartori, M. G. F.,
Girao, M. J. B.
C., Castro, R.
A.,
Transobturator
sling compared
with single-
incision mini-
sling for the
treatment of
stress urinary
incontinence: A
randomized
controlled trial,
Obstetrics and
Gynecology,
123, 553-561,
2014

Ref Id

673816
Countrylies
where the study
was carried out

Brazil
Study type
RCT

Aim of the study

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants
Intervention, n=69
Control, n=61

Characteristics

Age (years) - mean

+SD

Adjustable sling: 54.2

(9.6)
TOT: 51.9 (10)
BMI - mean xSD

Adjustable sling: 27.2

4.7)
TOT: 28.5 (4.7)
Parity - mean £SD

Adjustable sling: 3.4

(2)
TOT: 3.4 (1.7)

Postmenopausal (%)
Adjustable sling: 73

TOT: 57

Inclusion criteria
Women
>18 years-old

with SUI (confirmed by

a positive cough
stress test, >2g on

standardised pas test
with 250ml bladder

Interventions
Intervention:
Adjustable sling

Control: Other
Synthetic sling

Methods

ClinicalTrials.gov, NCT01094353. All
procedures performed according to

5 surgeons, all of whom had
extensive experience in

transobturator surgery and had
performed at least 5 mini-sling

procedures.
Adjustable sling (Ophira)

Single-incision Ophira (Promedon)

mini-sling used, procedure

performed under local anaesthetic,
according to technique described by
Palma et al. 2008. Cystoscopy not

routinely performed.
Other synthetic sling (TOT)

Promedon TOT used, procedure

according to Delorme 2001.

Cystoscopy performed only if

suspected tissue injury.
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Outcomes and Results

Obijective cure at 1-year
FU (negative result in
both cough stress test
and 20-min pad test
[=2q]) - n/N

Adjustable sling: 47/69
TOT: 50/61

Improvement at 1-year
FU (self-reported
satisfaction with
treatment) - n/N
Adjustable sling: 56/69
TOT: 54/61
Continence-specific
health-related QoL - I-
QoL Avoidance +
limiting behaviour at 1
year - mean +SD
Adjustable sling: 86.8
(18.1), n=64

TOT: 92.7 (11.5), n=56
Continence-specific
health-related QoL - I-
QoL Psychosocial affect
at 1 year - mean +SD
Adjustable sling: 93.4
(15.2), n=64

TOT: 98 (7.5), n=56
Continence-specific
health-related QoL - I-
QoL Social

Comments

Random sequence
generation: Low risk
(computer-generated
randomisation)

Allocation concealment:
Low risk (consecutively
numbered, sealed,
opaque envelopes used)
Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (8% dropout rate,
balanced across groups
for similar reasons)
Selective reporting:
Unclear risk (protocol
registered but does not
provide sufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details

To compare
efficacy and
quality of life
outcomes of

Ophira minisling

and TOT in

women with SUI

Study dates

08/2008 to
12/2011

Source of
funding
Funding
provided by
Federal
University of
Sao Paulo.

Full citation
Dogan, O.,
Kaya, A. E.,
Pulatoglu, C.,
Basbug, A.,
Yassa, M., A
randomized

comparison of a

single-incision

Participants

volume,
urodynamic tests)

Exclusion criteria
Women with

concomitant
POP stage> 1

detrusor overactivity

postvoid residual
volume >100 ml

coagulation disorders

current urinary tract
infection

sequela of previous
pelvic radiation
therapy

anticoagulant therapy
acute vulvovaginitis

anaesthesia
contraindications

Sample size
N=179 randomised
Intervention, n=90
Control, n=89

Characteristics

Age (years) - mean
+SD

Interventions

Interventions
Intervention:

Single-incision
mini-sling (SIMS)

Control: Other
synthetic sling

Methods

Details

All procedures performed by same
surgeon with ~100 anti-incontinence
procedures caseload per year, with
experience of 250 cases of each
procedure. Patients blinded using
sham bilateral incisions in groin. All
patients received spinal anaesthesia
and perioperative antibiotic
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Outcomes and Results

embarrassment at 1
year - mean +SD
Adjustable sling: 82.2
(25.2), n=64

TOT: 91.3 (17.2), n=56

Complications at 1-year
FU - n/N

Pain

Adjustable sling: 0/64
TOT: 4/56

Mesh extrusion
Adjustable sling: 6/64
TOT: 5/56

Infection

Adjustable sling: 18/64
TOT: 12/56

De novo OAB - de novo
urge

Adjustable sling: 4/64
TOT: 4/56

Results

Subjective cure at 1
year (Response of
"never/urine does not
leak' to Q6 of ICIQ-SF) -
n/N

SIMS: 81/90

Other synthetic sling:
80/89

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
block randomisation)
Allocation concealment:
Unclear risk (reports
sealed opgaue envelopes
but no further details)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details
needleless
(Contasure-
needleless)
mini-sling
Versus an
inside-out
transobturator
(Contasure-KIM)
mid-urethral
sling in women
with stress
urinary
incontinence:
24-month follow-
up results,
International
urogynecology
journal, 1-9,
2018

Ref Id

865003
Country/ies
where the study
was carried out

Turkey
Study type
RCT

Aim of the study
To compare
effectiveness of
Contrasure-

Participants
SIMS: 49.03 (9.18)

Other synthetic sling:
51.92 (6.98)

BMI - mean £SD
SIMS: 27.94 (5.03)
Other synthetic
sling:26.61 (3.87)
Parity - median
SIMS: 3 (range 0-9)
Other synthetic sling:
3 (range (1-6)
Menopausal (%)
SIMS: 42

Other synthetic sling:
47

Inclusion criteria
Women

=18 years-old

with clinically-proven
Sul

who failed
conservative treatment

Exclusion criteria
Women

with mixed or urge-
predominant urinary
incontinence and
overactive bladder

Interventions

Methods

prophylaxis cefazoline. No planned
concomitant surgery nor cystoscopy
performed.

Single-incision mini-sling
(Contasure-Needleless)

Needleless sling inserted using
Hammock position with procedure
according to manufacturer, as
described in Fernandez-Gonzalez et
al. 2017.

Other synthetic sling (Contasure
KIM TOT)

Procedure as described in Franco &
Tardiu 2015.
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Outcomes and Results
Subjective cure at 2
years - n/N

SIMS: 80/90

Other synthetic sling:
78/89

Objective cure at 1 year
(Absence of SUI and
negative cough stress
test) - n/N

SIMS: 82/90

Other synthetic sling:
76/89

Objective cure at 2
years - n/N

SIMS: 80/90

Other synthetic sling:
76/89

Adverse events -
bladder injury - n/N
SIMS: 0/90

Other synthetic sling:
1/89

Adverse events - bowel
injury - n/N

SIMS: 0/90

Other synthetic sling:
0/89

ICIQ-SF at 2 years -
median

SIMS: 1 (range 0-20)

Comments

Blinding of
participants/personnel: Lo
w risk (participants
blinded to group
assignment)

Blinding of outcome
assessment: Low risk
(assessors blinded to
group assignment)
Incomplete outcome data:
Low risk (missing data not
sufficient to have
clinically-relevant impact
on effect estimates)
Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details
Needleless
single-incision
sling to TOT in
treatment of
female SUI

Study dates

05/2014 to
05/2016

Source of
funding

Not reported

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods
symptoms (based on
initial clinical
assessment

and anamnesis)

who had previous
POP and Ul surgery
with concomitant
POP= stage 2

with history of surgery
for POP and urinary
incontinence

who have post-void
residual volume >100
ml and bladder
capacity < 300 mi
(assessed by
bladder Foley
catheter)

with known
malignancy

with recurrent urinary
tract infection

with chronic pelvic
pain

known neurologic or
psychiatric

disorder preventing
assessment
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Outcomes and Results Comments
Other synthetic sling: 3

(0-20), p=0.089

(favouring SIMS group)

Repeat surgery for SUI

at 2 years - n/N

SIMS: 2/89

Other synthetic sling:

3/89

Repeat surgery for
mesh complications at 2
years - n/N

SIMS: 1/89

Other synthetic sling:
1/89

Complications - n/N
Pain at <1 year
SIMS: 1/89

Other synthetic sling:
10/89

Pain at >1 year to <5
years\

SIMS: 0/89

Other synthetic sling:
2/89

Mesh extrusion at <1
year

SIMS: 5/89

Other synthetic sling:
5/89
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Study details

Full citation
Elbadry, M. S.,
Gabr, A. H.,
Shabaan, A. M.,
Hammady, A.
R., Fathelbab,
T.K,
Abdelhamid, A.
M., Eldin, W. G.,
Eldahshoury, M.
Z., Elhefnawy,
A. S., Adjustable
vs. ordinary
transobturator
tape for female
stress

Participants

Interventions

Interventions
Intervention:
Adjustable sling

Control: Other
Synthetic sling

Sample size
N=96 randomised
Intervention, n=48
Control, n=48

Characteristics
Women <50 years-old
-n

TOA: 34

TOT: 38

Women >50 years old
-n

TOA: 14

TOT: 10

Methods

Details

All women operated under spinal
anaesthesia and placed in
exaggerated lithotomy position, 1 g
of third-generation cephalosporin at
time of anaesthesia. 18-F Foley
catheter inserted in bladder and
urine evacuated. Outside-in
technique applied in both groups,
incision closed using 3-0 polyglactin
sutures. Catheter removed 12-hr
after surgery in all patients.
Adjustable sling (adjustable
transobturator tape [TOA])

If patient well enough, standing
stress test one day after surgery;
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Outcomes and Results

Need for catheterisation
at <1 year

SIMS: 1/89

Other synthetic sling:
1/89

De novo urgency at <1
year

SIMS: 0/89

Other synthetic sling:
0/89

Infection at 1 year
SIMS: 0/89

Other synthetic sling:
0/89

Results

Objective cure at 6-12
months (loss of <200
mL of urine or the use of
one pad per day and
negative stress test;
mean follow up was 8
(sd 6) months for
adjustable group and 9
(sd 5) months for TOT
group) - n/N

TOA: 40/48

TOT: 38/48
Complications - n/N
Mesh extrusion

Comments

Limitations

Random sequence
generation: Unclear risk
(insufficient information)
Allocation

concealment: Unclear risk
(insufficient information)
Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)
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Study details
incontinence. Is
there a
difference?,
Arab Journal of
Urology Print,
13, 134-8, 2015
Ref Id

542690

Country/ies
where the study
was carried out

Egypt
Study type
RCT

Aim of the study
To assess
effectiveness
and
complication
rate of
adjustable
transobturator
tape and normal
transobturator
tape in women
with SUI

Study dates

02/2012 to
02/2013

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants
Parity - mean +SD
TOA: 4(1)

TOT: 4(2)
Postmenopausal
women (%)

TOA: 32

TOT: 23

Previous surgery (%)
TOA: 44

TOT: 23

Women with Stamey
SUI degree Grade
/10 - n

TOA: 22/23/3
TOT: 24/19/5
POP stage 0 (%)
TOA: 76

TOT: 43

Pop stage 1 (%)
TOA: 24

TOT: 57

Inclusion criteria
Women with

pure stress
incontinence

Exclusion criteria
Women with

Interventions

Methods Outcomes and Results
tape tightened by traction ~0.5 cm if TOA: 0/48
urine leakage at bladder volume of TOT: 0/48

250 ml, repeated until no leakage.
If postvoid residual urine volume
>100 ml or Qmax<10 ml/s, tape
loosened by traction by 0.5

cm. Mean FU= 8 (6) months.
Other synthetic sling (TOT)
Obtyrx tape used. Mean FU=9 (5)
months
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Comments

Incomplete outcome
data: Unclear risk
(insufficient information)
Selective

reporting: Unclear risk
(insufficient information)
Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details Participants Interventions Methods Outcomes and Results Comments
urge or mixed Ul

Source of any abnormality in the

funding contractility of the

None bladder

small bladder capacity
(<300 mL) or low
bladder compliance
any neurological
pathology affecting the
bladder

history of radio- or
chemotherapy,
antipsychotic
treatment, urogenital
prolapse of >grade |
(according to the
Baden and Walker
classification

any serious medical
condition that might
affect postoperative
course (bronchial
asthma, diabetes
mellitus, etc.)

anticoagulation
therapy

active perineal or
urethral lesions

Full citation Sample size Interventions Details Results Limitations
N=50 randomised Synthetic sling (TVT)
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Study details
El-Barky,E., El-
Shazly,A., El-
Wahab,0.A.,
Kehinde,E.O.,
Al-Hunayan,A.,
Al-Awadi,K.A.,
Tension free
vaginal tape
versus Burch
colposuspensio
n for treatment
of female stress
urinary
incontinence,
International
Urology and
Nephrology, 37,
277-281, 2005
Ref Id

100602

Countryl/ies
where the study
was carried out

Egypt
Study type
RCT

Aim of the study
To compare
efficacy and
safety of TVT to
Burch

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants
Intervention, n=25
Control, n=25

Characteristics

Age (years) - mean
+SD

TVT: 50 (14)

Open
colposuspension: 50
(12)

Parity (range)

TVT: 2-5

Open
colposuspension: 3-4

Inclusion criteria
Women

with urodynamically-
confirmed SUI

Exclusion criteria
Women with

uninhibited detrusor
contraction during
bladder filling>15 cm
H20

incompetent internal
urethral sphincter

>grade | cystocele

Interventions
Intervention:
Synthetic sling

Control:
Colposuspension

Methods

Performed following standard
procedure with patient in lithotomy
position. Cystoscopy performed in
all patients.

Open colposuspension with sutures
Standard procedure followed.
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Outcomes and Results

Cure at 3-6 months
year (no self-reported
SUl 3-6 months after
surgery) - n/N

TVT: 18/25

Open colposuspension:
18/25

Improvement at 3-6
months (number cured +
number occasional SUI
but reduction in severity
of SUI symptoms) - n/N
TVT: 23/25

Open colposuspension:
22/25

Adverse events -
bladder injury - n/N
TVT: 2/25

Open colposuspension:
0/25

Postoperative
complications from 3-mo
to at least 2 years - n/N
De novo urgency

TVT: 2/25

Open colposuspension:
3/25

Need for catheterisation
TVT: 5/25

Open colposuspension:
3/25

Comments

Random sequence
generation: Unclear risk
(insufficient information)
Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (no missing data)
Selective

reporting: Unclear risk
(insufficient information)
Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details
colposuspensio
n in women with
urodynamically-
proven SUI

Study dates

Unclear, not
reported

Source of
funding

Not reported

Full citation
El-Hefnawy, A.
S., Wadie, B. S.,
El Mekresh, M.,
Nabeeh, A.,
Bazeed, M. A.,
TOT for
treatment of
stress urinary
incontinence:
How should we
assess its
equivalence with
TVT?,
International
urogynecology
journal, 21, 947-
953, 2010

Participants

previous failed
surgical SUI repair

Sample size
N=40 randomised
Intervention, n=19
Control, n=21

Characteristics
Age (years) - mean
+SD

TVT: 47 (5)

TOT: 45 (7)

BMI - mean £SD
TVT: 33.6 (5)
TOT: 32.2 (5)
Parity - mean £SD
TVT: 4.2 (2)

TOT: 3.6 (1)

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator
sling

Methods

Details

All procedures conducted using
spinal anesthesia. Ul. Mean
FU=19.7 (7) months

Retropubic sling (TVT)

Procedure as described by Ulmsten
et al. 1996. Cystoscopy performed
only in patients with mixed Ul. Mean
FU=20.8 (7) months.
Transobturator sling (TOT)
Procedure as described by Delorme
2001. Mean FU=18.8 (7) months.
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Outcomes and Results
Infection (wound/UTI)
TVT: 5/25

Open colposuspension:
5/25

Results

Objective cure (no self-
reported incontinence,
negative stress test, and
negative 1hr pad test
[=2g]) - n/N

TVT: 18/19

TOT: 14/21

Adverse events -
bladder injury - n/N

TVT: 0/19

TOT: 1/21

Repeat surgery for SUI
at >1 year to <5 years -
n/N

TVT: 0/19

TOT: 2/21

Comments

Limitations

Random sequence
generation: Unclear risk
(states closed envelopes
used but no further
details)

Allocation concealment:
Unclear risk (states
closed envelopes but no
further details)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details
Ref Id

668984
Countrylies
where the study
was carried out
Egypt

Study type
RCT

Aim of the study
To compare
short-term
outcomes of
TVT and TOT in
women with SUI

Study dates

01/2006 to
09/2008

Source of
funding

Not reported

Full citation

Fatthy, H., El
Hao, M.,
Samaha, .,
Abdallah, K.,
Modified Burch

Participants

Concomitant POP
surgery in whole
sample (%): 23

Inclusion criteria
Women with

urodynamically-proven
Sul

Exclusion criteria
Women

who underwent pelvic
or vaginal surgery in
past 6 months

with associated
urethral and/or bladder
pathology

with active urinary
tract infection on urine
culture test

with urge-predominant
incontinence

Sample size
N=74 randomised
Intervention, n=34
Control, n=40

Interventions

Interventions
Intervention:
Laparoscopic
colposuspension
Control: Open
colposuspension

Methods

Details
Follow up=18 months

Modified Laparoscopic Burch
colposuspension with sutures

Standard procedure followed with
addition of modification to distention
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Outcomes and Results
Complications >1 year
to <5 years - n/N

Pain

TVT: 1/19

TOT: 3/21

Mesh extrusion

TVT: 0/19

TOT: 1/21

Infection (recurrent UTI)
- n/N

TVT: 1/19
TOT: 1/21

Results

Subjective cure at 18
months (completely
continent or only rarely
requiring pad when

Comments

Incomplete outcome data:
Low risk (no missing data)
Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information

Limitations

Random sequence
generation: Low risk
(random number table
with blinding and
disguised block length)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details
colposuspensio
n: Laparoscopy
versus
laparotomy,
Journal of the
American
Association of
Gynecologic
Laparoscopists,
8, 99-106, 2001
Ref Id

673849

Countrylies
where the study
was carried out

Egypt
Study type
RCT

Aim of the study

To compare
efficacy and
complications of
laparoscopic
colposuspensio
n to open
modified Burch
colposuspensio
n in women with
genuine stress
incontinence

Participants
Characteristics

Age (years) - median
(range)
Laparoscopic: 40.29
(30-55)

Open: 42.9 (30-65)
Weight (kg) - median
(range)
Laparoscopic: 71.18
(60-80)

Open: 74.55 (65-90)
Parity - median
(range)
Laparoscopic: 4.03 (1-
11)

Open: 5.05 (1-10)
Menopausal (%)
Laparoscopic: 77
Open: 73

Inclusion criteria
Women with

urodynamic genuine
stress incontinence

Exclusion criteria
Women with
detrusor instability
underactive detrusor

Interventions

Methods

balloon system (Origin Medsystems)
to allow repeated use (by replacing
balloon with middle finger of size 8
glove tightened and knotted with .
Flexible cystoscopy performed in all
patients. Foley catheter removed
after 24 hours if postvoid volume
<100ml.

Open Burch colposuspension with
sutures

Standard procedure used.
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Outcomes and Results

stressed and completely
satisfied) - n/N

Laparoscopic: 29/34
Open: 34/40

Negative cough stress
test at 18 months - n/N

Laparoscopic: 28/34
Open: 31/40

Adverse events -
bladder injury - n/N

Laparoscopic: 1/34
Open: 1/40
Complications - n/N
Pain at 18 months
Laparoscopic: 1/33
Open: 5/40

De novo detrusor
instability
Laparoscopic: 2/33
Open: 3/40

Need for catheterisation
at <8 weeks

Laparoscopic: 2/34
Open: 2/40

POP occurrence at 18
months

Laparoscopic: 3/34
Open: 4/40

Comments

Allocation concealment:
Low risk (independent
statistician with
surgeons/patients blinded
until just before surgery)
Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Low risk (missing data not
sufficient to have
clinically-relevant impact)
Selective reporting:
Unclear risk (insufficient
information)

Other bias: Low risk
(appears free from other
sources of bias)

Other information

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details

Study dates

Unclear, not
reported

Source of
funding

Not reported

Full citation
Feng, S., Luo,
D., Liu, Q.,
Yang, T., Du,
C., Li, H., Wang,
K., Shen, H.,
Three- and
twelve-month
follow-up
outcomes of
TVT-EXACT
and TVT-
ABBREVO for
treatment of
female stress
urinary
incontinence: a
randomized
clinical trial,
World Journal of
UrologyWorld J

Participants

intrinsic sphincter
deficiency (Valsalva
leak point pressire <90
cm H20)

limited vaginal mobility
contraindication to
laparoscopy and
surgery in general

Sample size
N=148 randomised
Intervention, n=74
Control, n=74

Characteristics

Data for TVT-Exact,
n=63; TVT-
ABBREVO, n=62

Age (years) - mean
+SD

TVT-EXACT: 52.24
(7.54)
TVT-ABBREVO: 53.26
(6.33)

BMI - mean £SD
TVT-EXACT: 25.19
(2.57)
TVT-ABBREVO; 24.51
(2.2)

Interventions

Interventions
Intervention:
Retropubic sling
Control:
Transobturator
sling

Methods

Details

Chinese Clinical Trail Registry,
ChiCTR-IOR-17011788. All
procedures performed by one
surgeon using Gynecare products.
Retropubic sling (TVT-EXACT)
Procedure in accordance with
manufacturer instructions and as
described by Ulmsten et al. 1996.
Transobturator sling (TVT-
ABBREVO)

Procedure as described by de Leval
etal. 2011
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Outcomes and Results

Results

Negative cough stress
test at 1 year - n/N

TVT-EXACT: 53/74
TVT-ABBREVO: 50/74

Subjective cure at 1
year (PGII score=1)

TVT-EXACT: 40/74
TVT-ABBREVO: 43/74
Improvement at 1 year
(number PGII score=1-
3)-n/N

TVT-EXACT: 57/74
TVT-ABBREVO: 56/74
ICIQ-SF at 1 year -
mean +SD
TVT-EXACT: 2.02 (2.15)
TVT-ABBREVO: 3.9
(3.62)

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
randomisation)
Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Low risk
(assessors blinded to
group assignment)
Incomplete outcome data:
High risk (23% dropout
rate at 12 months)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details
Urol, 36, 459-
465, 2018

Ref Id

864999
Country/ies
where the study
was carried out
China

Study type
RCT

Aim of the study
To compare
efficacy and
safety of TVT-
ABBREVO and
TVT-EXACT in
treatment of
female SUI

Study dates

04/2015 to
04/2016

Source of
funding

Reports trial
supported by
1.3.5 Porject for
Disciplines of
Excellence,

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods

Parity - mean +SD

TVT-EXACT: 1.78
(0.89)

TVT-ABBREVO: 1.61
(0.8)

Inclusion criteria
Women with
aged 40-75 years-old

clinically- and
urodynamically-proven
stress urinary
incontinence

Exclusion criteria
Women

with mixed urinary
incontinence

with history of sling or
other genitourinary
tract surgery

with recent
genitourinary tract
infection

requiring concomitant
hysterectomy or
prolapse surgery
unfit for surgery

Outcomes and Results
PISQ-12 at 1 year -
mean £SD
TVT-EXACT: 21.97
(3.52)
TVT-ABBREVO: 21.47
(3.95)

i-Qol at 1 year -

mean +SD
TVT-EXACT: 103.54
(6.46)
TVT-ABBREVO: 99
(9.7)

Adverse events -
Bladder injury - n/N
TVT-EXACT: 2/63
TVT-ABBREVO: 0/62

Adverse events - Severe

bleeding requiring blood
transfusion - n/N
TVT-EXACT: 0/63
TVT-ABBREVO: 0/62
Repeat surgery for SUI
at <1 year - n/N
TVT-EXACT: 0/63
TVT-ABBREVO: 0/62

Complications at <1
year - n/N

Pain
TVT-EXACT: 11/63
TVT-ABBREVO: 8/62
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Comments

Selective reporting:
Unclear risk (appears all
outcomes reported but
protocol retrospectively
registered)

Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details
West China
Hospital,
Sichuan
University.

Full citation
Fernandez-
Gonzalez, S.,
Martinez
Franco, E., Lin
Miao, X., Amat
Tardiu, L.,
Contasure-
needleless
compared with
Monarc for the
treatment of
stress urinary
incontinence,
International
Urogynecology
Journal, 28,
1077-1084,
2017

Ref Id
673853

Country/ies
where the study
was carried out

Participants

Sample size
N=187 randomised
Intervention, n=89
Control, n=98

Characteristics
Age (years) - mean
+SD

SIMS: 57.6 (11.03)
TOT: 57.8 (57.83)
BMI - mean £SD
SIMS: 28.7 (4.97)
TOT: 28.1 (4.44)
Parity - median
(range)

SIMS: 2 (0-6)
TOT: 2 (0-8)
Menopausal (%)
SIMS: 70

TOT: 61

Previous conservative

treatment (%)

Interventions

Interventions
Intervention:
Single-incision
mini-sling (SIMS)
Control: Other
Synthetic sling

Methods

Details

Both procedures performed by
urogynaecology surgeon or
supervised trainee. Local and spainl
anaesthetic used with prophylactic
cefazolin administered before
procedure. Each participants also
received individualised POP surgery
as appropriate; POP stage 2 or
more treated with anterior/posterior
repair/hysterectomy as appropriate.
Single-incision mini-sling
(Contasure-Needleless)
Contasure-Needlesless mini-sling
composed of 114 x 12 mm
polypropylene monofilament mesh.
Procedure conducted with
participant in litotomy position. Mean
FU=30 months (12.14)

Other synthetic sling (TOT)

Monarc (AMS) TOT used, procedure
as described by Delorme 2001.
Mean FU=27 months (12.68).
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Outcomes and Results
Infection (UTI)
TVT-EXACT: 1/63
TVT-ABBREVO: 0/62
De novo urgency
TVT-EXACT: 4/63
TVT-ABBREVO: 5/62

Results

Objective cure at 2-3
years FU (negative
cough stress test with
full bladder in lithotomy
position) - n/N

SIMS: 72/89

TOT: 85/98

Subjective cure at 2-3
years FU (SSI score=0)
- n/N

SIMS: 47/89

TOT: 61/98

Improvement at 2-3
years FU: 64/89; 83/98
(SSI SCORE=0 or lower
SSI score at FU than at
baseline)

Satisfaction at 2-3 years
FU: 22+51/87; 51+37/96
(‘'very satisfied' +
'satisfied")

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
randomisation)

Allocation concealment:
Low risk (computer-
generated allocation)
Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: High risk
(assessors not blinded to
group assignment,
potential detection bias)
Incomplete outcome data:
Low risk (missing data not
sufficient to have clinically
relevant impact on effect
estimate)

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October
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Study details Participants Interventions Methods Outcomes and Results Comments
Spain SIMS: 50 Continence-specific Selective reporting:
Study type TOT: 54 health-related QoL - Unclear risk (insufficient
RCT ICIQ-SF Q5 at 2-3 years information)

Inclusion criteria FUmuch dfoes Ie_arlflng Other bias: Unclear risk
Aim of the study Women with Lnne mter_erelWlt (b s, SYIITEEIT)

_ e - everyday life?’) - higher percentage of
To establish clinically-verified SUI mean +SD smokers in Needleless
whether candidate for both SIMS: 2.04 (3.05) group compared to TOT
Contasure- Needleless and TOT TOT: 0.91 (2.16) group)
Needleless procedures e )
single-incision Adverse_ events - _ _
mini-slin bladder injury - n/N Other information
g . o

Exclusion criteria SIMS: 1/89

Women .
Study dates ith . TOT: 0/98

with previous SUI Complications at 2-3
05/2010 to =ur

gical treatment ear FU - n/N

06/2014 LS . Y/

intrinsic sphincter Mesh extrusion

deficiency (Valsalva )
Source of leak point pressure < S”V'S_- 4/89
funding 60 cmH20 and TOT: .7/98
Not reported absence of urethral Infection (UTI)

hypermobility) SIMS: 2/89

who would be TOT: 1/98

candidates for pelvic De novo OAB - de novo

floor physiotherapy urgency

rehabilitation SIMS: 9/89

urodynamically-proven TOT: 12/98

urge-predominant

mixed incontinence
Full citation Sample size Interventions Details Results Limitations

N=50 randomised
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Study details

Foote, A,
Randomized
prospective
study comparing
Monarc and
Miniarc
suburethral
slings, Journal
of Obstetrics &
Gynaecology
Research, 41,
127-31, 2015
Ref Id

542706
Country/ies
where the study
was carried out
Australia

Study type

RCT

Aim of the study

To evaluate
postoperative
recovery,
effectiveness
and
complications of
MiniArc mini-
sling and
Monarc TOT in
women with SUI

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants
Intervention, n=25
Control, n=25

Characteristics
Age (years) - mean
+SD

MiniArc: 49.6 (11.8)
TOT: 46.2 (11.3)
Weight (kg) - mean
+SD

MiniArc: 70.8 (16.4)
TOT: 70.8 (14.6)
Parity - mean £SD
MiniArc: 2.1 (1.3)
TOT: 2.3 (1.4)

Inclusion criteria
Women with
urodynamically-proven
genuine stress
incontinence

no previous retropubic
incontinence surgery
no allergy to
polypropylene

no significant voiding
difficulty

fit for surgery

Interventions
Intervention:
Single-incision
mini-sling
Control: Other
synthetic sling

Methods

Registered on Australian New
Zealand Clinical Trials Registry,
ACTRN 1261 2000 3148 20. All
surgeries performed by author or
directly supervised by him with
patients under general anaesthesia.
Tension of slings in both groups
corrected until no leakage with
suprapubic pressure at 300ml full
bladder. All patients had cystoscopy
and discharged postvoid volume
<100ml and VAS pain score<5.
Single-incision mini-sling (MiniArc)
No details provided, presumably
standard procedure

Other synthetic sling (TOT Monarc)
Standard procedure
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Outcomes and Results

Objective cure at 6
months (1h pad test
<1g) - n/N

MiniArc: 21/25
TOT: 23/25

Repeat surgery for SUI
at 6 months - n/N

MiniArc: 3/25
TOT: 1/25

Repeat surgery for
mesh complications at 6
months - n/N

MiniArc: 0/25

TOT: 3/25

Comments

Random sequence
generation: Unclear risk
(insufficient information)
Allocation

concealment: Unclear risk
(insufficient information)
Blinding of
participants/personnel:
Unclear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: High risk
(performing surgeon
conducted follow up
assessments, potential
detection bias)
Incomplete outcome data:
Low risk (no missing data)
Selective reporting:
Unclear risk (protocol
retrospectively registered)
Other bias: Low risk
(appears free from other
sources of bias)

Other information
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Study details

Study dates

Unclear, not
reported

Source of
funding

Not reported

Full citation
Foote,A.J.,
Maughan,V.,
Carne,C.,
Laparoscopic
colposuspensio
n versus vaginal
suburethral
slingplasty: a
randomised
prospective trial,
Australian and
New Zealand
Journal of
Obstetrics and
Gynaecology,
46, 517-520,
2006

Ref Id

100612

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions

No other concurrent
vaginal surgery

Able to complete study
guestionnaire

Exclusion criteria

Interventions

Intervention:
Synthetic sling

Sample size
N=97 randomised
Intervention, n=49

Control, n=48 Control:
Colposuspension

Characteristics

Age (years) - mean

+SD

SPARC: 52.4 (10.9)

Colposuspension:
51.2 (8.5)

Weight (kg) - mean
+SD

SPARC: 73.1 (9.2)
Colposuspension: 70
9)

Parity - mean £SD
SPARC: 2.5 (1)
Colposuspension: 2.6

(1)

Methods

Details

All surgeries performed by same
surgeon with experience of over 50
of each procedure. Follow up: 6
months FU

Synthetic sling (SPARC)
Retropubic bottom-up vaginal
suburethral polypropylene sling
inserted tension free using 1cm
anterior vainal incision with mesh via
2 suprapubic 2mm incisions.
Colposuspension

Laparoscopic colposuspension with
sutures performed using 3 ports (1
umbilical 10 mm, 2 lateral 5 mm).
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Outcomes and Results

Results

Improvement at 6-mo
FU (number cured +
number with >50%
improvement in leaks
per week and VAS
score from baseline) -
n/N

SPARC: 36/49
Colposuspension: 38/48
Improvement at 2-year
FU - n/N

SPARC: 24/49
Colposuspension: 22/48
Adverse events -
bladder injury - n/N
SPARC: 5/49
Colposuspension: 1/48
Adverse events - severe
bleeding requiring
transfusion - n/N

Comments

Limitations

Random sequence
generation: Low risk
(computer-generated
randomisation)

Allocation concealment:
Unclear risk (insufficient
information)

Blinding of
participants/personnel: Un
clear risk (blinding of
participants not
attempted)

Blinding of outcome
assessment: Unclear risk
(insufficient information)
Incomplete outcome data:
Unclear risk (40% dropout
rate, reasons not
provided)
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Study details

Countrylies
where the study
was carried out

Australia
Study type
RCT

Aim of the study
To determine
effectiveness of
laparoscopic
colposuspensio
n and vaginal
suburethral
slingplasty
(SPARC) in
women

with urodynamic
ally-proven
stress urinary
incontinence

Study dates

01/2002 to
03/2004

Source of
funding

None reported

Full citation

Urinary incontinence (update) and pelvic organ prolapse in women: evidence reviews for physical management of stress urinary incontinence DRAFT (October

2018)

Participants Interventions Methods

Previous hysterectomy
(%)

SPARC: 39
Colposuspension; 27

Inclusion criteria
Women with

urodynamic stress
incontinence

Exclusion criteria
Women

with other bladder
diagnoses (e.g.
detrusor instability or
voiding difficulty)
had previous
incontinence surgery
weight of more than
100 kg

who have significant
prolapse

who require other
gynaecological
surgery

who are unsuitable for
laparoscopic surgery

Sample size Interventions Details

273

Outcomes and Results
SPARC: 0/49
Colposuspension: 0/48
Complications - n/N

Mesh extrusion at 2-
year FU

SPARC: 1/31
Colposuspension: 0/27

De novo OAB - urgency
at 6-mo FU

SPARC: 7/44
Colposuspension: 3/43

Results

Comments

Selective

reporting: Unclear risk
(insufficient information)
Other bias: Low risk
(appears free from other
sources of bias)

Other information

Limitations
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