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ABSTRACT
Background
Traditional suburethral slings are surgical operations used to treat women with symptoms of stress urinary incontinence.
Objectives
To determine the effects of traditional suburethral slings on stress incontinence alone or stress with other types of urinary (mixed)
incontinence in comparison with other management options.

Search strategy

We searched the Cochrane Incontinence Group Specialised Trials Register (searched 22 December 2004), The UK National Research
Register (Issue 1, 2001) and the reference lists of relevant articles. We hand searched the proceedings of the Brazilian Congress of
Urology from 1991 to 2003, inclusive.

Selection criteria

Randomised or quasi-randomised trials that included traditional suburethral slings for the treatment of stress or mixed urinary incon-
tinence.

Data collection and analysis

All three reviewers independently extracted data from included trials onto a standard form and assessed trial methodological quality.
The data abstracted were relevant to predetermined outcome measures. Where appropriate, a summary statistic was calculated: a relative
risk for dichotomous data and a weighted mean difference for continuous data.

Main results

Thirteen trials were identified including 760 women of whom 627 were treated with suburethral slings. Five compared suburethral
slings with open abdominal retropubic colposuspension (Burch/Marshall-Marchetti-Krantz) and one compared suburethral slings with
needle suspension (Stamey). In six trials, different types of suburethral sling were compared with each other. Nine types of slings were
included (Teflon, polytetrafluoroethylene, prolene used for transvaginal tape (TVT), porcine dermis, lyophilised dura mater, fascia lata,
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vaginal wall, autologous dermis and rectus fascia). There were no comparisons of suburethral sling with anterior repair, laparoscopic
retropubic suspension, peri-urethral injections or artificial sphincters. One trial compared surgery (including slings) with anticholinergic
medication.

There were no statistically significant differences between traditional slings and other types of continence surgery, or between one type
of traditional sling and another sling. Confidence intervals around the estimates were wide, reflecting the few data available, and so
clinically important differences could not be ruled out.

Authors’ conclusions

The data on sub urethral sling operations remain too few to address the effects of this type of surgical treatment. Few trials are reported
by authors in a complete fashion and most information came from abstracts presented in annual meetings. The broader effects of
suburethral slings could not be established since trials did not include appropriate outcome measures such as general health status,
health economics, pad testing, third party analysis and time to return to normal activity level. Data obtained from thirteen trials did
not provide reliable estimates because of their sizes, and heterogeneity of designs, populations studied, and types of comparisons made.

Reliable evidence on which to judge whether or not suburethral slings are better or worse than other surgical or conservative management
is currently not available.

PLAIN LANGUAGE SUMMARY
traditional sling operations for urinary incontinence in women

Stress urinary incontinence is loss of urine when coughing, laughing, sneezing or exercising. Damage to the muscles that hold up the
bladder, and injuries to the nerves during childbirth, may be causes. Traditional sling operations are used to treat women with this
condition. They aim to hold up the bladder with a strip of material which may be biological or synthetic. The results showed that
there is not enough information on which to judge whether traditional sling operations are better or worse than any other treatments.
Long term results are awaited. In this review there were few trials comparing slings with other forms of surgery and only one study
comparing sling operations with non-surgical treatment.

BACKGROUND

urethra, sphincter and pelvic floor is coordination between them,

) ) ) ) facilitated by an intact nervous system control.
The prevalence of urinary incontinence in adult women has been

estimated to be between 10% to 40% of adult women, which is
considered severe in about 3% to 17% (Hunskaar 2002). This is a
potentially debilitating social problem which leads to high health
care costs, estimated in billions of dollars in the United States (

Fantl 1996).

Continence is achieved through an interplay of the normal
anatomical and physiological properties of the bladder, urethraand
sphincter, pelvic floor and the nervous system co-ordinating these
organs. The active relaxation of the bladder coupled by the ability
of the urethra and sphincter to contain urine within the bladder
by acting as a closure mechanism during filling, allow storage of
urine until an appropriate time and place to void is reached. The
role of the pelvic floor in providing support to the bladder and ure-
thra, and allowing normal abdominal pressure transmission to the
proximal urethra is also considered essential in the maintenance
of continence. Crucial to the healthy functioning of the bladder,

Incontinence occurs when this normal relationship between the
lower urinary tract components is disrupted, resulting from nerve
damage or direct mechanical trauma to the pelvic organs. Advanc-
ing age, higher parity, vaginal delivery, obesity and menopause are
associated with an increase in risk (Wilson 1996).

There are different types of urinary incontinence. Stress urinary
incontinence is the most common type (Wilson 1996). The symp-
tom of ’stress incontinence’ is the involuntary loss of urine from the
urethra during physical activities that increase abdominal pressure,
in the absence of a detrusor (bladder wall muscle) contraction or
an over-distended bladder (Blaivas 1997a). Two mechanisms for
stress incontinence are recognised: hyper-mobility or significant
displacement of the urethra and bladder neck during exertion, and
intrinsic urethral sphincter deficiency (Blaivas 1988). In women,
these mechanisms may co-exist (O’Donnell 1994). Few clinical
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trials have distinguished between the two conditions, probably be-
cause there is no standardised and validated test available to date
(Blaivas 1988; McGuire 1993). Women whose incontinence may
be due to either of these two mechanisms will be considered to-
gether in this review.

The diagnosis of "urodynamic stress incontinence’ requires uro-
dynamic investigation to exclude detrusor overactivity, in addi-
tion to history taking, physical examination, frequency/volume
charts and urine analysis. Some authors have described women
with only the symptom of stress incontinence (diagnosis made on
clinical evaluation without urodynamics). Women with stress in-
continence both with and without urodynamic investigation will
be included in this review.

"Urge incontinence’ is the symptom of involuntary loss of urine as-
sociated with a sudden, strong desire (urgency) to void. "Detrusor
overactivity’ is a diagnosis that denotes involuntary detrusor con-
tractions which are not due to neurological disorders, and diagno-
sis must be made using urodynamic techniques (Blaivas 1997a).
Both women with the symptom and the formal diagnosis of de-
trusor overactivity will be included in the review only if they have

co-existing stress incontinence (‘mixed’ incontinence).

Women with mixed incontinence included in this review will ei-
ther have symptoms of stress plus urge incontinence or other uri-
nary symptoms (diagnosed clinically), or urodynamic stress incon-
tinence plus detrusor overactivity (diagnosed using urodynamics).

Treatments for stress urinary incontinence include conservative,
pharmacological and surgical interventions. Conservative treat-
ment centres on physical methods, including pelvic floor muscle
training, electrical stimulation, biofeedback and weighted cones.
Mechanical devices which prevent or reduce urinary leakage are
available, such as meatal plugs/patches and urethral and vaginal
inserts. Drug therapies, principally oestrogens and less often alpha
adrenergic agents, can be used. A trial of conservative therapy is
generally undertaken before resorting to surgery. These interven-
tions are the subject of separate Cochrane reviews. Surgical proce-
dures to remedy stress incontinence generally aim to lift and sup-
port the urethro-vesical junction. There is disagreement, however,
regarding the precise mechanism by which continence is achieved.
Choice of procedures is often influenced by co-existent problems,
surgeon’s preference and the physical features of the person af-

fected.

Numerous surgical methods have been described, but essentially

they fall into seven categories:

Open abdominal retropubic suspension (e.g. colposuspension

(Burch), Marshall-Marchetti-Krantz (MMK))
Laparoscopic retropubic suspension

Vaginal anterior repair (anterior colporrhaphy - e.g. Kelly, Pacey)

Suburethral slings (including traditional suburethral slings and self

fixing slings)

Needle suspensions (e.g. Pereyra, Stamey)
Peri-urethral injections, and

Artificial sphincters.

This review will concentrate on traditional suburethral sling op-
erations.

A traditional suburethral sling operation requires a combined ab-
dominal and vaginal approach. Strips of material are tunneled un-
der the urethra. They are attached either to the rectus muscle or
the ileopectineal ligaments resulting in a tightening of the sling
and increased bladder support every time the woman strains. The
materials that have been used for slings may be biological or syn-
thetic. Autologous biological materials include: rectus fascia, fascia
lata, pubococcygeal muscle, vaginal wall, aponeurosis and pyra-
midalis fascia. Exogenous biological materials include: ox fascia
and porcine dermis. Synthetic materials include: Teflon, Mersilene
tape inasilicon tube, lyodura, polytetrafluoroethylene (Gore-Tex),
Marlex mesh and silastic. A modification of the suburethral sling
procedure is the ’self-fixing’ polypropylene mesh applied through
a minimally invasive technique (transvaginal tape (TVT), supra-
pubic arc (SPARC)) in which a prolene tape covered by a plastic
sheath is inserted around the mid-urethra without fixation and in
some centres under local anaesthesia (Smith 2002). These will be
considered in a separate Cochrane review. Only traditional sling
operations, applied by open surgeries or fixed with sutures were
included in this review.

OBJECTIVES

To assess the effects of traditional suburethral sling procedures for
treatment of urodynamic stress urinary incontinence (urodynamic
diagnosis), or for symptoms of stress or mixed incontinence (clin-

ical diagnosis) in women.

The following comparisons were made for traditional suburethral
sling procedures (abdominal and vaginal).

1. Traditional suburethral sling operation versus no treatment or
sham operation for the management of urodynamic stress incon-
tinence (urodynamic diagnosis), and for symptoms of stress or
mixed incontinence (clinical diagnosis).

2. Traditional suburethral sling operation versus conservative man-
agement (e.g. pelvic floor muscle training, electrical stimulation,
cones, biofeedback) for the management of urodynamic stress in-
continence (urodynamic diagnosis), or for symptoms of stress or

mixed incontinence (clinical diagnosis).

3. Traditional suburethral sling operation versus colposuspension
(abdominal surgery) for the management of urodynamic stress
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incontinence (urodynamic diagnosis), or for symptoms of stress
or mixed incontinence (clinical diagnosis).

4. Traditional suburethral sling operation versus needle suspension
(abdominal and vaginal) for the management of urodynamic stress
incontinence (urodynamic diagnosis), or for symptoms of stress

or mixed incontinence (clinical diagnosis).

5. Traditional suburethral sling operation verusus anterior repair
for the management of urodynamic stress incontinence (urody-
namic diagnosis), or for symptoms of stress or mixed incontinence

(clinical diagnosis).

6. Traditional suburethral sling operation versus laparoscopic pro-
cedures for the management of urodynamic stress incontinence
(urodynamic diagnosis), or for symptoms of stress or mixed in-

continence (clinical diagnosis).

7. One type of traditional sling operations versus another type of
sling (including self fixing slings) for the management of urody-
namic stress incontinence (urodynamic diagnosis), or for symp-
toms of stress or mixed incontinence (clinical diagnosis).

METHODS

Criteria for considering studies for this review

Types of studies

Randomised or quasi-randomised controlled trials amongst
women with urodynamic stress incontinence (urodynamic diag-
nosis), or symptoms of stress or mixed urinary incontinence (clin-
ical diagnosis), in which at least one trial arm involves traditional
suburethral sling procedures.

Types of participants

Adult women with stress urinary incontinence due to hyper-mo-
bility and/or intrinsic sphincter deficiency, diagnosed clinically or
with urodynamics, or with mixed incontinence. Classification of
diagnoses will be accepted as defined by the trialists.

Types of interventions

At least one arm of a study must involve traditional suburethral
sling procedures to treat stress or mixed incontinence. Compari-
son interventions may include other surgical techniques and non-
surgical interventions.

Types of outcome measures

Outcome measures used in this review were selected on the basis of
their relevance to the clinical cure or improvement of incontinence.
We regard the principal measures of effectiveness as the proportion

of women cured (continent or dry) following surgery, and the
proportion of women whose incontinence is improved.

A. Women’s observations

1. Perception of cure and improvement in the short term (less than
12 months) and longer term (more than 12 months)

B. Quantification of symptoms

2. Pad changes over 24 hours (from self-reported number of pads
used)

3. Incontinent episodes over 24 hours (from self completed bladder
chart)

4. Pad tests of quantified leakage (mean volume or weight of urine
loss)

C. Clinician’s observations

5. Urge symptoms or urge incontinence (clinical diagnosis without
urodynamics)

6. Voiding dysfunction / difficulty after three months (with or
without urodynamic confirmation)

7. Detrusor overactivity (urodynamic diagnosis)

8. Entero-rectocele

9. Peri-operative surgical complications (e.g. infection, bacteriuria,
haemorrhage, bladder perforation)

D. Quality of life

10. General health status measures (e.g. Short Form 36 (Ware
1993)), or specific instruments designed to assess incontinence e.g.
the Bristol Female Lower Urinary Tract Symptoms questionnaire

(BFLUTS) (Jackson 1996).

E. Socioeconomic measures

11. Costs of interventions
12. Cost-effectiveness of interventions

13. Resource implications

F. Surgical outcome measures

14. Duration of operation
15. Length of inpatient stay
16. Time to return to normal activity level

G. Adverse events

17. Repeat incontinence surgery
18. Later prolapse surgery
19. Surgical complications and other types of adverse event

H. Other outcomes

Non-prespecified outcomes judged important when performing
the review
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Search methods for identification of studies

This review has drawn on the search strategy developed for the
Incontinence Review Group. Relevant trials were identified from
the Incontinence Group Specialised Register of controlled trials
which is described under the Incontinence Group’s details in 7%e
Cochrane Library ( For more details please see the ‘Specialized
Register’ section of the Group’s module in The Cochrane Library).
The register contains trials identified from MEDLINE, CINAHL,
the Cochrane Central Register of Controlled Trials (CENTRAL)
and hand searching of journals and conference proceedings. Date
of the most recent search of the register for this review: 22 De-
cember 2004.

The trials in the Incontinence Group Specialised Register are also
contained in the Cochrane Central Register of Controlled Trials
(CENTRAL). The terms used to search the Incontinence Group
Specialised Register are given below:
(TOPIC.URINE.INCON*)

AND

({DESIGN.CCT*} OR {DESIGN.RCT*})
AND

({INTVENT.SURG.SLIN*}
{INTVENT.SURG.SUBURETHRAL
{INTVENT.SURG.ABDO.SLING.})

(All searches were of the keyword field of Reference Manager 9.5
N, ISI ResearchSoft).

For this review specific extra searches were performed by one of

OR

SLING.} OR

the reviewers. These are detailed below.
Systematic searches of electronic bibliographic databases:

e PubMed - years searched: 1966 to January 2000, date
searched: 30 Jan 2000;

e UK National Research Register - Issue 1, 2001, date
searched: May 2001.

Search term used: TVT.

Hand searching of Conference Proceedings: Brazilian Congress of
Urology Annual meeting 1991 to 2003 inclusive.

The reference lists of relevant articles were searched for other pos-
sibly relevant trials.

We did not impose language or other restrictions on any of these
searches.

Data collection and analysis

Trials Selection

The reports of all possibly eligible studies were evaluated for ap-
propriateness for inclusion by the reviewers without prior con-
sideration of the results. Reports of potentially eligible trials were
retrieved in full.

Quality assessment

Assessment of methodological quality was undertaken indepen-
dently by each reviewer using the Incontinence Group’s assess-
ment criteria. The system for classifying methodological quality of
controlled trials was based on an assessment of the three principal
potential sources of bias. These are: selection bias from insecure
random allocation of treatments; attrition bias from dropouts or
losses to follow-up, particularly if there is a differential dropout
rate between groups; and biased ascertainment (detection bias) of
outcome where knowledge of the allocation might have influenced

the measurement of outcome.

Data Extraction

Data extraction was undertaken independently by the three re-
viewers using a standard form containing pre-specified outcomes.
Where data may have been collected but not reported, clarification
was sought from the trialists. Included trial data were processed as
described in the Cochrane Reviewers’ Handbook (Deeks 2004).

Any differences of opinion related to study inclusion, methodolog-
ical quality or data extraction were resolved by discussion among
the reviewers, and when necessary, referred to a fourth party for
arbitration.

Data Analysis

The review was conducted using the standard Cochrane software
"Revman’. Included trial data were processed as described in the
Cochrane Reviewers’ Handbook (Deeks 2004). Trial data were
grouped by type of incontinence - either urodynamic stress in-
continence based on a urodynamic diagnosis, or stress or mixed
incontinence based upon a symptom classification. Quantitative
synthesis was done when more than one eligible study was iden-
tified. Where appropriate, a combined estimate of treatment ef-
fect across similar studies was calculated for each pre-specified
outcome, using relative risks for dichotomous data or weighted
mean differences for continuous outcomes, 95% confidence inter-
vals was generated where possible. For categorical (dichotomous)
outcomes the numbers reporting an outcome were related to the
numbers at risk in each group to derive a relative risk (RR). For
continuous variables means and standard deviations was used to
derive a weighted mean difference (WMD). A fixed effects ap-
proach to the analysis was undertaken unless there was evidence of
heterogeneity across studies. A narrative review of eligible studies
was undertaken where statistical synthesis of data from more than
one study was not possible or considered not appropriate. Data
on the number of patients with each outcome event, by allocated
treated group, irrespective of compliance and whether or not the
patient was later thought to be ineligible or otherwise excluded
from treatment or follow-up was sought to allow an intention-to-
treat analysis when possible.

Differences between trials was investigated when apparent from
either visual inspection of the results or when statistically signif-
icant heterogeneity was demonstrated by using the chi squared
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test at the 10% probability level or assessment of the I-squared
statistic (Higgins 2003). If there was no obvious reason for the
heterogeneity (after consideration of populations, interventions,
outcomes and settings of the individual trials) or it persists despite
the removal of outlying trials, a random effects model was used.

Studies were excluded from the review if they were not randomised
or quasi-randomised controlled trials for incontinent women or if
they made comparisons other than those pre-specified. Excluded
studies are listed in the Tables of Excluded Studies with the reasons
for their exclusion.

Any differences of opinion related to study inclusion, method-
ological quality or data extraction were resolved by discussion be-
tween the reviewers.

RESULTS

Description of studies

See: Characteristics of included studies; Characteristics of excluded
studies; Characteristics of ongoing studies.

Thirteen randomised or quasi randomised trials were identified
that met the inclusion criteria. These trials included 760 women
(627 with slings) and sample sizes ranged from 20 to 165 partici-
pants.

Participants

Inclusion criteria were not always clearly defined. Only four tri-
als included women with mixed incontinence (Barbalias 1997;
Kondo 2003; Osman 2003; Sand 2000). All others were restricted
to women with a urodynamic diagnosis of pure stress inconti-
nence. One trial (Henriksson 1978) only included women without
previous interventions for incontinence and another (Enzelsberger
1996) only women with recurrent incontinence and vaginal hys-
terectomy. The others included women with both primary and re-
current stress incontinence. All trials included both pre and post-
menopausal women, but none were treated with hormone replace-
ment therapy. One study was restricted to women with vaginal
narrowing due to atrophic vaginitis or previous surgical scars (
Hilton 1989).

Not all studies reported initial and long term follow up. Four au-
thors (Henriksson 1978; Sand 2000; Osman 2003; Viseshsindh
2003) presented their results at three and/or six month assess-
ment respectively. Four of the studies presented an intermediate
follow up (Aurunkalaivanan 2001; Demirci 2001; Lucas 2000;
Shin 2001). Three studies described longer but not ideal, follow
up (Barbalias 1997; Enzelsberger 1996; Hilton 1989). One trial
provided full information in two reports of short and long-term
(more than five years) follow-up (Sand 2000).

One trial was designed to study an anticholinergic agent (oxy-
butynin) in comparison with surgery (Burch or Sling) for mixed
urinary incontinence patients(Osman 2003). Only data of sling
surgery in comparison with medical treatment were extracted from
report and included in tables.

Further characteristics of the trials are reported in the Characteris-
tics of Included Studies table. The trials on transvaginal tape pro-
cedures (Halaska 2001; Han 2001; Liapis 2002; Ward 2002) were
excluded from this update to be included in the new review on
self fixing slings.

Risk of bias in included studies

The reported method of randomisation was secure in two tri-
als (Lucas 2000; Sand 2000). None of the other eleven re-
ported using an adequate method of randomisation. Three
used randomisation charts without providing information about
the process (Barbalias 1997; Enzelsberger 1996; Hilton 1989).
Eight just stated that women were randomised, without any
other detail (Arunkalaivanan 2003; Demirci 2001; Fischer 2001;
Henriksson 1978; Arunkalaivanan 2003; Osman 2003; Shin
2001; Viseshsindh 2003). In one trial one woman was randomised
to one arm of the study in comparison with two randomised for
the other intervention (Barbalias 1997). Masking of women or
surgeons was not reported, but is unlikely in these circumstances.
Baseline comparisons were given in seven trials ( Arunkalaivanan
2003; Demirci 2001; Enzelsberger 1996; Hilton 1989; Kondo
2003; Lucas 2000; Sand 2000). One author stated that the two
groups were comparable without supplying data (Henriksson
1978), and the others did not mention baseline comparisons be-
tween the groups (Barbalias 1997; Fischer 2001;0sman 2003;
Shin 2001; Viseshsindh 2003). Third party outcome assessment
was not performed in any of the trials.

The definition of cure was not uniform in the identified studies.
For example, although Barbalias (Barbalias 1997) considered only
the dry patients as cured, he included the improved ones in the
success rates, without reporting what “improvement” meant. Oth-
ers only considered dry patients cured (Enzelsberger 1996). The
most detailed description of results were reported by Sand (Sand
2000) and Lucas (Lucas 2000) with data describing both objective
(pad tests and urodynamics) and subjective (self reported, voiding
diaries) cure rates. Reporting of other outcomes was variable and

incomplete.

Effects of interventions

With the exception of the Sand (Sand 2000) trial, in general in-
cluded trials were small with short follow-up. Five trials compared
slings with open abdominal retropubic colposuspension (Demirci
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2001; Enzelsberger 1996; Fischer 2001; Henriksson 1978; Sand
2000), one with needle suspension (Hilton 1989) and six com-
pared different types of sling ( Arunkalaivanan 2003; Barbalias
1997; Kondo 2003; Shin 2001; Viseshsindh 2003; Lucas 2000).
There were no trials comparing suburethral slings with anterior
repair, laparoscopic retropubic colposuspension, peri-urethral in-
jections or artificial sphincters. One trial compared sling with oxy-
butynin in the treatment of mixed urinary incontinence patients
(Osman 2003). The types of sling included were: porcine dermis
(Arunkalaivanan 2003; Hilton 1989), lyophilised dura mater (
Enzelsberger 1996), Teflon (Henriksson 1978), prolene - TVT (
Arunkalaivanan 2003; Kondo 2003), rectus fascia (Barbalias 1997;
Demirci 2001; Lucas 2000) and polytetrafluoroethylene - PTFE
(Barbalias 1997; Sand 2000). One trial (Fischer 2001), reported
in abstract form, did not mention the type of material used for
the suburethral sling. There were single trials with slings made
of vaginal wall (Viseshsindh 2003), fascia lata (Shin 2001) and
autologous dermis (Shin 2001). Outcome measures used in this
review were not consistently reported in the trials.

Traditional suburethral sling versus open abdominal
retropubic colposuspension (comparison 01)

Five trials were identified which compared slings with abdominal
retropubic colposuspension (Demirci 2001; Enzelsberger 1996;
Fischer 2001; Henriksson 1978; Sand 2000). The extent to which
the trials could be considered together was limited, however, be-
cause of differences in the procedures compared, the populations
studied, the outcomes assessed, and the length of follow-up. There
are four trials comparing Burch colposuspension with different
slings and one trial comparing Marshall-Marchetti-Krantz colpo-
suspension with sling. One of these (Sand 2000) reported the
longest follow-up for more than five years and presented the results
in the short and long-term in two full reports.

In three trials (Fischer 2001; Henriksson 1978; Sand 2000) with a
total of 86 participants the four women not cured all had colposus-
pension (RR 0.19; 95% CI 0.02 to 1.53; Comparison 01.01). In
three trials (Demirci 2001; Enzelsberger 1996; Sand 2000) with a
total of 134 patients reporting longer-term data there was again no
statistically significant difference between traditional slings and ab-
dominal retropubic colposuspension (4/66 versus 9/68; RR 0.49;
95%CI 0.17 to 1.42; Comparison 01.02). The data available on
voiding dysfunction, detrusor overactivity, prolapse, peri-opera-
tive complications and symptoms of urge are also scarce. For exam-
ple, in three trials with a total of 142 participants eight out of 70
women had detrusor overactivity after a sling procedure compared
with three out of 72 after abdominal retropubic colposuspension,
again with wide confidence intervals (RR 2.79; 95% CI 0.78 to
10.0). Taken all data together there was no detectable difference in
the peri-operative complications overall, but the estimates (confi-
dence intervals) were all compatible with clinically important dif-
ferences.

Traditional subuerethral sling versus needle
suspension (comparison 02)

One trial compared porcine dermis sling with Stamey needle sus-
pension (Hilton 1989). This was a small trial with only ten women
in each arm. The women were unsuitable for abdominal colposus-
pension (the author’s preferred procedure) because they had vagi-
nal narrowing secondary to either previous interventions or at-
rophic vaginitis. All women had urodynamic stress incontinence.
Groups were comparable for age, parity, previous interventions
and hormonal status. Follow up was reported at three and 24
months. Although there were no differences in cure rates in the
short or longer term, numbers were small. Late voiding troubles,
detrusor overactivity and urge incontinence were also similar but
with wide confidence intervals. None of the 10 women who had
sling operations had complications compared with two of the 10
who had needle suspension. These included: pyrexia, blood loss,
wound infection and pulmonary embolus (Comparison 02.13).
The sling group also needed an indwelling catheter for longer,
and more adjuvant therapy, resulting in a longer stay in hospital
(Comparison 02.14).

One type of traditional suburethral sling versus
another sling (including self fixing) (comparison 03)

Six trials comparing different types of sling were identified. Only
one trial did not compare a fascial sling (Arunkalaivanan 2003).
This study compared Pelvicol (porcine dermis) versus self-fixing
transvaginal tape. The other five trials compared different types
of sling either with rectus fascia ( Barbalias 1997; Kondo 2003;
Lucas 2000; Viseshsindh 2003) or with fascia lata (Shin 2001). (A
possible reason for this is that the researchers wished to compare
new types of material with the most commonly used types of au-
tologous fascia.) Failure rates were similar both in the short and
long-term, as was the incidence of detrusor overactivity, but the
numbers were small and the confidence intervals wide. In the Bar-
balias trial (Barbalias 1997) five women in the Goretex group had
post-operative complications. These included two women with
erosion of the urethra which required removal of the sling more
than three years later, but their incontinence did not return. At
the twelve month assessment in the Barbalias trial results were
said to be similar with both groups improving their health status.
Again, the confidence intervals around estimates of differences,
where available, were all wide. Another trial compared two types
of rectus fascia sling: long and short (Lucas 2000). Outcome was
reported in terms of quality of life, clinical indicators (such as im-
mediate post-operative complications, time to first void, pad tests)
and health status but often with no standard deviation or other
measure of dispersion. Finally, one trial compared Pelvicol (porcine
dermis) sling with transvaginal tape (Arunkalaivanan 2003). This
was a well designed trial, with intermediate follow up (median
12 months) and a reasonable number of participants. No differ-
ence was detected in cure and complications rates and the authors
postulated that the Pelvicol, a new manufactured porcine dermis
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strip may be more durable than others and are cheaper than the
transvaginal tape.

Traditional suburethral sling versus conservative
management (comparison 04)

One trial was designed to study mixed urinary incontinence pa-
tients treated with oxybutynin or surgery (Osman 2003). The type
of surgery was selected according to Valsalva leak point pressure
(VLPP) (those with VLPP less than 90cm of water had rectus fascia
sling and those with VLPP more than 90cm of water had Burch
colposuspension). All patients had SUI and symptoms of urge in-
continence but without involuntary contractions on urodynamic
examination. Patients were randomised to oxybutynin or surgery
by block-randomisation technique (details not reported) and eval-
uated subjectively and objectively. The author did not report pa-
tient characteristics nor stated that groups were comparable. Study
population were evaluated for cure of stress urinary incontinence,
urgency and urge incontinence symptoms and de novo detrusor
instability. The results for the total surgically managed group were
similar to those for the subgroup having slings. We therefore in-
cluded in tables only data from oxybutynin and sling patients.
The study suggested that slings are significantly better for treating
mixed urinary incontinence than oxybutynin, with a cure rate of
83% for stress urinary incontinence and 93% for urgency/urge
incontinence in comparison to 0% and 43%, respectively. One
patient treated with sling developed true involuntary contractions
on follow up.

DISCUSSION

This updated review includes data from five new trials (
Arunkalaivanan 2003; Kondo 2003; Osman 2003; Shin 2001;
Viseshsindh 2003), and a new publication of a long-term follow
up (Sand 2000). Four trials from the last update were excluded
because they will be included in a new review of self fixing slings
(Halaska 2001; Han 2001; Liapis 2002; Ward 2002). Most trials
compared slings with other types of sling (six trials) or with ab-
dominal retropubic open colposuspension (five trials).

We did not find trials comparing suburethral slings with conser-
vative management such as pelvic exercises or vaginal cones, or
with some other surgical operations (anterior repair, laparoscopic
retropubic suspension, injections or artificial sphincters). But there
was a trial comparing surgery with oxybutynin drug therapy for
patients with mixed incontinence symptoms. The trial showed
much better results in the group managed surgically. A trial of
pubovaginal sling versus periurethral macroplastique for intrinsic
sphincteric deficiency patients was excluded from this update be-
cause the reference identified by the search was an abstract with

insufficient data to analyse the results. The authors were contacted
to obtain further information.

Overall, the review has not shown that slings are more (or less)
effective than abdominal retropubic suspension or needle suspen-
sion. The same applies to different types of slings, compared with
each other.

The limited data available suggest that the overall rates of peri-
operative and late surgical complications are similar after sling and
colposuspension operations. However, the pattern of complica-
tions varies. Wound complications were more common after col-
posuspension. Little could be said about voiding dysfunction and
detrusor overactivity in face of the poor description and limited
data available. This is a concern for those dealing with surgical
treatment of SUI which deserves more attention of authors.

In general, the scientific quality of the trials was poor. In spite of
stating that they were randomised, the reports of some trials did
not give any detail about randomisation and others mentioned use
of random charts, without giving information about the process.
Only two authors reported an adequate randomisation method.
All trials were done without reference to blinding surgeons or
women (although for different types of operation this may not be
possible), and none reported external, third party, assessment at
follow up. The total number of women enrolled was 760, but in
some trial arms was only 10. In addition, several types of slings were
compared with different interventions, so that they could not be
grouped easily. This meant that the numbers in each comparison
were small and the confidence intervals wide.

The populations varied, including women with and without previ-
ous surgery, and one study included only women who were deemed
not suitable for another procedure (Hilton 1989). Although the
majority had urodynamic stress incontinence, some trials included
women with mixed incontinence. Baseline comparability of the
groups was not reported in all trials. Several trials assessed different
types of sling in comparison with autologous fascia, suggesting that
the latter were being used as a 'standard’ comparator. Although five
trials included open abdominal retropubic colposuspension, each
used a different type of sling, and three followed up the women
for only six months. However this finding reflects the acceptance
of Burch colposuspension as an effective treatment for SUL

In general, most trials reported different outcome measures, often
poorly. The principal measure of effectiveness used in most studies
was the proportion of women cured (continent or dry) following
surgery. In one trial, the proportion of women whose condition
was improved or cured was reported, but few researchers have con-
sidered other outcomes such as activities of daily living and quality
of life. None addressed general health status, economic measures,
repeat incontinence surgery, later prolapse surgery and time to re-
turn to normal activity level. Satisfaction with, and acceptability
of, the treatment were also seldom addressed but are important
factors in choice of management.
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Some synthetic slings may have a higher incidence of erosion, in-
fections and urge symptoms. There was some evidence that these
were more common after Goretex than after Teflon or transvaginal
tape. More evidence is needed to compare slings made of autol-
ogous materials (e.g. rectus fascia, vaginal wall) with synthetic or
exogenous biological materials (e.g. Teflon, polytetrafluoroethy-

lene, porcine dermis, dura mater).

In the trial comparing a sling procedure with a needle suspension
procedure which was restricted to women with vaginal narrowing
deemed unsuitable for open abdominal retropubic colposuspen-
sion (Hilton 1989), there were more complications in the slings
group, but it was unclear whether the complications were caused
by surgical difficulties due to vaginal narrowing. However, the
group managed by needle suspensions did not seem to have the
same complications.

AUTHORS’ CONCLUSIONS

Implications for practice

The data were too few to address whether the several types of sub-
urethral slings tested were as effective as other slings, open abdom-
inal retropubic suspension or needle suspension. There was lim-
ited evidence from one small trial that slings made of Goretex had
more complications than slings made of rectus fascia. The broader
effects of suburethral slings could not be established since trials did
not include appropriate outcome measures such as general health
status, health economics, pad testing, third party analysis and time
to return to normal activity level, and follow up was limited.

Evidence to clarify whether or not traditional suburethral slings
may be better or worse than other surgical or conservative man-

agement options is lacking because no trials addressed these com-
parisons.

Implications for research

The evidence was limited by the poor quality and small numbers of
the included randomised trials. There is an urgent need for further
trials of adequate power to assess the effectiveness of suburethral
slings in comparison with other surgical techniques, conservative
management and different types of slings, and in specific popula-
tions (e.g.. failed previous surgery, anatomical restrictions etc).

Future research in incontinence treatments should incorporate
standardised, validated and simple outcome measures that are rel-
evant to women who have incontinence in order to allow com-
parison between treatments. In particular, quality of life, psycho-
logical and economic outcomes should be incorporated. Surgical
trials related to urinary incontinence should systematically address
surgical morbidity outcomes such as adverse peri-operative events,
length of hospital stay, time to return to normal activities, devel-
opment of urge symptoms or detrusor overactivity and especially
the need for repeat surgery or alternative interventions. Long-term
follow-up (at least one year, preferably 5 years or more) is essential

for the proper evaluation of incontinence treatments.

ACKNOWLEDGEMENTS

We would like to express our thanks to Sheila Wallace who helped
us by providing information not found in Brazil. We are also very
grateful to Professor Aldemar Araujo Castro from the Brazilian
Cochrane Centre who has provided a prompt and valuable contri-
bution to the draft review. Professor Adrian Grant provided advice
with interpretation of data and the final form of the review.

REFERENCES

References to studies included in this review

Arunkalaivanan 2003 {published data only}
Arunkalaivan AS, Barrington JW. Randomized trial of porcine dermal
sling (Pelvicol TM implant) vs. tension-free vaginal tape (TVT) in
the surgical treatment of stress incontinence: a questionnaire-based
study. International Urogynecology Journal 2003;14:17-23.

Barbalias 1997 {published data only}
Barbalias G, Liatsikos E, Barbalias D. Use of slings made of indige-
nous and allogenic material (Goretex) in type III urinary inconti-

nence and comparison between them. European Urology 1997;31
(4):394-400. [MEDLINE: 97331564]

Demirci 2001 {published data only}
Demirci E, Yucel O. Comparison of free rectus fascial sling and Burch
colposuspension procedures in type I and type II genuine stress in-

continence (Abstract). International Urogynecology Journal and Pelvic
Floor Dysfunction 2000;11(Suppl 1):548.

* Demirci E Yucel O. Comparison of pubovaginal sling and burch
colposuspension procedures in type I/1I genuine stress incontinence.

Archives of Gynecology & Obstetrics 20015265 (4):190—4.

Enzelsberger 1996 {published data only}

* Enzelsberger H, Helmer H, Schatten C. Comparison of Burch
and lyodura sling procedures for repair of unsuccessful incontinence
surgery. Obstetrics & Gynecology 1996;88(2):251-6. [MEDLINE:
96305278]

Enzelsberger H, Kurz C, Seifert M, Raimann H, Schatten C. Surgi-
cal treatment of recurrent stress incontinence: Burch versus lyodura
sling operation--a prospective study [Zur operativen Behandlung der
RezidivstreBinkontinenz: Burch versus Lyoduraschlingeoperation —

eine prospektive studie]. Geburtshilfe und Frauenhbeilkunde 1993;53

Traditional suburethral sling operations for urinary incontinence in women (Review) 9
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



(7):467-71. [MEDLINE: 93380604]

Fischer 2001 /published data only}
Fischer JR, Hale DS, McClellan E, Benson JT. The use of urethral
electrodiagnosis to select the method of surgery in women with in-

trinsic sphincter deficiency (Abstract). International Urogynecology
Journal and Pelvic Floor Dysfunction 2001;12(Suppl 1):533.

Henriksson 1978 {published data only}

Henriksson L, Asmussen M, Lofgren O, Ulmsten U. A urodynamic
comparison between abdominal urethrocystopexy and vaginal sling
plasty in female stress incontinence. Urologia Internationalis 1978;
33:111-6.

* Henriksson L, Ulmsten U. A urodynamic evaluation of the effects
of abdominal urethrocystopexy and vaginal sling urethroplasty in
women with stress incontinence. American Journal of Obstetrics &

Gynecology 1978;131(1):77-82. [MEDLINE: 78163583]

Hilton 1989 {published data only}
Hilton P. A clinical and urodynamic study comparing the Stamey
bladder neck suspension and suburethral sling procedures in the treat-

ment of genuine stress incontinence. British Journal of Obstetrics &

Gynaecology 1989;96(2):213-20. [MEDLINE: 89194157]

Kondo 2003 {published data only}
Kondo A, Kimura K, Isobe Y, Kamihira O, Matsuura O. A ran-
domised control trial of tension-free vaginal tape in comparison with
pubovaginal sling in the treatment of stress incontinence (Abstract).
Neurourology Urodynamics 2003;22(5):485-7.

Lucas 2000 {published data only}

Lucas M, Emery S, Stephenson T, Wareham K, Cheung I. A ran-
domised study to assess and compare the clinical effectiveness of two
surgical techniques for the treatment of stress urinary incontinence
in women. Spotlight (Newsletter of The Wales Office of Research)
2000.

* Lucas M, Emery S, Stephenson T, Wareham K, Cheung I, Russell
1, et al.A randomised studly to assess and compare the clinical effectiveness
of two surgical techniques for the treatment of stress urinary incontinence
in women. Report No. RC080. Cardiff, Wales, UK: The Wales
Office of Research & Development for Health & Social Care, 2000.

Osman 2003 {published data only}
Osman T. Stress incontinence surgery for patients presenting with
mixed incontinence and a normal cystometrogram. BJU Interna-

tional 2003;92:964-8.

Sand 2000 /fpublished data only}
Culligan PJ, Goldberg RP, Sand PK. A randomized controlled trial
comparing a modified Burch procedure and a suburethral sling: long-
term follow-up. Inr Urogynecol J 2003;14:229-33.
Culligan PJ, Winkler HA, Blackhurst DW, Sand PK. A prospective
randomized study of modified Burch retro pubic urethropexy and
suburethral sling for genuine stress incontinence and low pressure
urethra (Abstract). Proceedings of the International Continence So-
ciety (ICS), 28th Annual Meeting, 14-17 Sept, Jerusalem, Israel.
1998:133.
Goldberg RP, Sand PK, Koduri S, Culligan PJ. A prospective ran-
domized study comparing modified Burch retropubic urethropexy
and suburethral sling: long term follow-up [abstract]. International
Uragynaecology Journal2001;12(Suppl 1):S6.
* Sand PK, Winkler H, Blackhurst DW, Culligan PJ. A prospec-

tive randomized study comparing modified Burch retropubic ure-

thropexy and suburethral sling for treatment of genuine stress incon-
tinence with low-pressure urethra. American Journal of Obstetrics &
Gynecology 2000;182(1 Pt 1):30-4. [MEDLINE: 20114937]

Shin 2001 /published data only}
* Shin MS, Kim JH, Koh ]S, Jung JH. Comparison of the results of
sling procedure using autologous dermal graft patch and cadaveric
fascia lata as a sling material for stress urinary incontinence (Abstract).
Proceedings of the International Continence Society (ICS), 31st An-
nual Meeting, 18-21 Sept, Seoul, Korea. 2001:Abstract number 313.

Viseshsindh 2003 /published data only}
* Viseshsindh W, Kochakarn W, Waikakul W, Roongruangsilp U. A
randomized controlled trial of pubovaginal sling versus vaginal wall

sling for stress urinary incontinence. Journal of the Medical Association

of Thailand 2003;86(4):308-15.
References to studies excluded from this review

Atherton 2000 {published data only}
Atherton MJ, Stanton SL. TVT and colposuspension: comparisons
and contrasts of possible mechanisms (Abstract). Neurourology and

Urodynamics 2000;19(4):396-8.
Aurunkalaivanan 2001 {published data only}

Arunkalaivanan AS, Barrington JW. Comparison of porcine pubo
vaginal sling (Pelvicol) vs tension free vaginal tape (TVT) in the
surgical manegement of stress incontinence (Abstract). International

Urogynecology Journal 2001;12 (Suppl 3):521.

Barrington 2003 /published data only}
Barrington JW. Pelvicol implant vs TVT - a randomised prospective
study. Proceedings of the BARD Satellite Symposium to the Inter-
national Continence Society Annual Meeting, 7 Oct. 2003; Vol. 8.

Choe 2000 {published data only}
Choe JM. The use of synthetic materials in pubovaginal sling. Ad-
vances in Experimental Medicine & Biology 2003;539(Pt A):481-92.
* Choe JM, Ogan K, Battino BS. Antimicrobial mesh versus vaginal
wall sling: a comparative outcomes analysis. Journal of Urology 2000;

163(6):1829-34. [MEDLINE: 20259643]

Choe 2001 {published data only}
Choe JM. Sling surgery performed with and without preoperative
urodynamics: a comparative outcomes analysis. Proceedings of the
International Continence Society (ICS), 31st Annual Meeting, 18-
21 Sept, Seoul, Korea. 2001:Abstract number 175.

Chong 2003 /published data only}
Chong C, Bane A, Corstiaans A. Intraoperative division of tension-
less vaginal tape (TVT) - prospective randomized trial (Abstract).
Singapore Journal of Obstetrics & Gynaecology 2003;34 (Suppl 1):55.

Corcos 2001 {published data only}
* Corcos J, Collet JB, Shappiro S, Schick E, Macramallah E, Tessier
J, et al.Surgery vs collagen for the treatment of female stress uri-
nary incontinence (SUI): results of a multicentric randomized trial

(Abstract). Journal of Urology 2001;165(5 Suppl):198.

Debodinance 1993 /published data only}
Debodinance P. [Comparison of the Bologna and Ingelman-Sund-
berg procedures for stress incontinence associated with genital pro-

lapse:  ten-year follow-up of a prospective randomized study].

Traditional suburethral sling operations for urinary incontinence in women (Review) 10
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



[French]. Journal de Gynecologie , Obstetrique er Biologie de la Repro-
duction 2000;29(2):148-53.
* Debodinance B, Querleu D. Comparison of the Bologna and In-
gelman-Sundber procedures for stress incontinence associated with
genital prolapse: prospective randomized study.. European Journal
of Obstetrics, Gynecology, & Reproductive Biology 1993;52(1):35-40.
[MEDLINE: 94164373]

Debodinance 1994 {published data only}
Debodinance P, De Bievre P, Parmentier D, Dubrulle R, Querleu D,
Crepin G. [The “hazards” of using a Gore-Tex sling in the treatment
of stress urinary incontinence]. [French]. Journalde Gynecologie, Ob-
stetrique et Biologie de la Reproduction 1994;23(6):665-70. [MED-
LINE: 3127]

Goldberg 2001 {published data only}
Goldberg RP, Koduri S, Lobel RW, Culligan PJ, Tomezsko JE, Win-
kler HA, et al.Long-term effects of three different anti-incontinence
procedures on the posterior compartment (Abstract). Proceedings of
the International Continence Society (ICS), 31st Annual Meeting,
18-21 Sept, Seoul, Korea. 2001:Abstract number 243.

Halaska 2001 {published data only}
Halaska M, Kolbl H, Petri E, Danes L, Voigt R, Otcenasek M, et
al.Preliminary results of a prospective randomized study comparing
Burch colposuspension and tension-free vaginal tape - urodynamic
and sexuological aspects. Neurourology and Urodynamics 2001;20
(4):421-2.

Han 2001 {published data only}
* Han WHC. Burch colposuspension or tension-free vaginal tape

for female stress urinary incontinence?. International Urogynecology
Journal and Pelvic Floor Dysfunction 2001;12(Suppl 3):523.

Hung 2001 /published data only}
Hung M]J. Tension free vaginal tape versus traditional polypropylene
pubovaginal sling for the treatment of stress urinary incontinence
(Abstract). International Urogynecology Journal and Pelvic Floor Dys-
function 2001512 (Suppl 3):253.

Ishenko 1999 {(published data only}
Ishenko Al, Slobodenyuk Al, Chushkov YV. Modified pereyra and
sling procedures in combined surgical treatment in patients with
uterine prolapse and stress urinary incontinence - randomized study.
European Journal of Obstetrics, Gynecology, & Reproductive Biology
1999;86(Suppl):S15.

Kuo 2001 /published data only}
Kuo HC. Comparison of video urodynamic results after the pubo-
vaginal sling procedure using rectus fascia and polypropylene mesh
for stress urinary incontinence. Journalof Urology 2001;165(1):163—
8. [IMEDLINE: 20574918]

Kwon 2002 {published data only}
Kwon C, Goldberg R, Sanjay G, Sumana K, Krotz S, Sand P. Pro-
tective effect of transvaginal slings on recurrent anterior vaginal wall
prolapse after pelvic reconstructive surgery (abstract). Neurourology

and Urodynamics 2002;21(4):321-2.

Lemieux 1991 {published data only}
Lemieux MC, Kung R, Drutz HP. Suprapubic clamping routine after
anti-incontinence surgery: a randomized prospective study compar-
ing continuous vs intermittent clamping (Abstract). Proceedings of
the American Urogynecology Society, 12th Annual Meeting, 23-26
Oct, California, USA. 1991.

Liapis 2002 {published data only}

* Liapis A, Bakas P, Creatsas G. Burch colposuspension and tension-
free vaginal tape in the management of stress urinary incontinence
in women. European Urology 2002;41(4):469-73. [MEDLINE:
22070093]

Liapis A, Bakas B, Creatsas G. Comparison of open retropubic col-
posuspension with tension-free vaginal tape for the treatment of gen-
uine stress incontinence in women (abstract). Neurourology and Uro-

dynamics 2000;19(4):385-6.

Maher 2001 {published data only}
Maher CE, Dwyer PL, Carey MD, Cornish A, Schluter PJ. Pubovagi-
nal sling or transurethral macroplastiquefor genuine stress inconti-
nence and intrinsic sphincter deficiency: a prospective randomised
trial (Abstract). International Urogynecology Journal 2001;12(Suppl
3):89.

Meschia 2001 {published data only}
Meschia M, Spennacchio M, Amicarelli F, Pifarotti P, Cavoretto B,
Stoppelli S. A randomized prospective comparison of TVT and en-
dopelvic fascia plication in the treatment of occult stress urinary
incontinence in patients with genital prolapse: preliminary data

(Abstract). Neurourology and Urodynamics 2001;20(4):423—4.

O’Sullivan 2000 /published data only}
O’Sullivan S, Avery N, Bailey A, Keane D. The effect of surgery
on the collagen metabollism of paraurethral tissue in women with

genuine stress incontinence. International Urogynaecology Journal.

11 2000; Vol. 11, issue Suppl 1:S5. [MEDLINE: 11903]
Obrink 1978 {published data only}

Obrink A, Bunne G. The margin to incontinence after three types
of operation for stress incontinence. Scandinavian Journal of Urology

and Nephrology 1978;12(3):209-14.

Schostak 2001 {published data only}
Schostak M, Gottfried HW, Heicappell R, Muller M, Sauter T,
Steiner U, et al.Minimally invasive bone anchoring for female stress
incontinence: a treatment with moderate results (Abstract). Euro-

pean Urology 2001;39(Suppl 5):3.

Trezza 2001 {published data only}
Trezza G, Rotondi M, Palmisano B, Iervolino P. Uterovaginal prolapse
and occult urinary incontinence: A prospective randomized study on
the necessity to associate reconstructive surgery and antiincontinence
procedure. Urogynaecologia International Journal 2001;15(1 Suppl):
152-4.

Wang 1999 {published data only}
Wang AC. Local anesthesia is superior to epidural blockade in ten-
sion-free vaginal tape installation. International Urogynecology Jour-
nal and Pelvic Floor Dysfunction. 10 1999; Vol. 10, issue Suppl 1:
S13.

Ward 2002 {published data only}
Abrams P, Martin K, Bulmer P, Donovan J, Hilton P. Responsiveness
of the Bristol female lower urinary tract symptoms questionnaire
(BFLUTS-Q) to surgical intervention in a randomised controlled
trial. Proceedings of the International Continence Society (ICS),
30th Annual Meeting, 28-31 Aug, Tampere, Finland. 2000:A173.
Sculpher MJ, Ward KL, Hilton P, on behalf of the UK & Ireland TVT

trial group. A comparison of the hospital costs of tension free vaginal

Traditional suburethral sling operations for urinary incontinence in women (Review) I
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



tape (TVT) and colposuspension. Neurourology and Urodynamics.
19 2000; Vol. 19, issue 4:333—4.

Ward K, Hilton P, on behalf of the UK & Ireland TVT trial
group. A randomised trial of colposuspension and tension-free vagi-
nal tape (TVT) for primary genuine stress incontinence - 2 yr follow-
up (Abstract). International Urogynaecological Association, Pelvic
Floor Dysfunction. 12 2001; Vol. 12, issue Suppl 3:57.

* Ward K, Hilton B, on behalf of the United Kingdom and Ireland
Tension-free Vaginal Tape Trial Group. Prospective multicentre ran-
domised trial of tension-free vaginal tape and colposuspension as pri-
mary treatment for stress incontinence. British Medical Journal2002;
325(7355):67-73. [MEDLINE: 22109204]

Ward KL, Hilton P, Browning J. A randomized trial of colposuspen-
sion and tension-free vaginal tape (TVT) for primary genuine stress
incontinence. Neurauro/ag)/ & Umdynamicx 2000;19:386-8.

Ward KL, Hilton P, Browning J. Urodynamic variables in a ran-
domised comparison of colposuspension and tension-free vaginal
tape (TVT) for primary GSI. Neurourology & Urodynamics 2000;19:
388-9.

References to ongoing studies

Hilton 2000 {unpublished data only}
Hilton P A prospective randomised comparative trial of a tension-
free vaginal tape (TVT) and fascial sling procedure for “secondary”
genuine stress incontinence. UK National Research Register 2002.

Lucas 2001 {unpublished data only}
Lucas M. Sling operation for stress urinary incontinence: randomized
trial of three operative procedures. UK National Research Register
2001.

Lucas 2004 {published data only}
Lucas M, Emery S, Alan W, Kathy W. Failure of porcine xenograft
sling in a randomised controlled trial of three sling materials in
surgery for stress incontinence (Abstract). Proceedings of the Inter-
national Continence Society (34th Annual Meeting) and the Inter-
national UroGynecological Association, 23-27 August, 2004, Paris.
2004:Abstract number 309. [: 19056]

Additional references

Black 1996
Black NA, Downs SH. The effectiveness of surgery for stress incon-
tinence in women: a systematic review. British Journal of Urology

1996;78(4):497-510. [MEDLINE: 97099937]
Blaivas 1988

Blaivas JG, Olsson CA. Stress incontinence: classification and surgi-
cal approach. Journalof Urology 1988;139(4):727-31. [MEDLINE:
88172649]

Blaivas 1997a
Blaivas JG, Appell RA, Fantl JA, Leach G, McGuire EJ, Resnick NM,
et al.Definition and classification of urinary incontinence: recom-
mendations of the Urodynamic Society. Neurourology & Urodynam-
ics 1997;16(3):149-51. [MEDLINE: 97281840]

Blaivas 1997b
Blaivas JG, Appell RA, Fand JA, Leach G, McGuire EJ, Resnick

NM, et al.Standards of efficacy for evaluation of treatment outcomes

in urinary incontinence: recommendations of the urodynamic soci-
ety. Neurourology & Urodynamics 1997;16(3):145-7. [MEDLINE:
97281839]

Blaivas 1998
Blaivas JG. Outcome measures for urinary incontinence. Urology

1998;51(2A Suppl):11-9. [MEDLINE: 98155117]

Deeks 2004
Decks JJ, Higgins JPT, Altman DG, editors. Analysing and pre-
senting results. Alderson P, Green S, Higgins ], editors. Cochrane
Reviewers' Handbook 4.2.2 [updated March 2004]; Section 8.
hetp://www.cochrane.org/resources/handbook/hbook.htm (accessed

23 May 2005).

Fantl 1996
Fantl JA, Newman DK, CollingJ, DeLancey JOL, Keeys C, Loughery
R, etal. Urinary incontinence in adults: acute and chronic management.
Clinical practice guideline. No. 2, 1996 update. Rockville (MD): US
Department of Health and Human Services. Public Health Service,
Agency for Health Care Policy and Research, 1996 Mar. AHCPR
Publication No.: 96-0682:1-154. [: AHCPR Publication No. 96—
0682]

Higgins 2003
Higgins JP, Thompson SG, Deeks JJ, Altman DG. Measuring incon-
sistency in meta-analyses. BM] 2003;327(7414):557-60.

Hunskaar 2002

Hunskaar S, Burgio K, Diokno AC, Herzog AR, Hjalmas K, Lapitan

MC. Epidemiology and natural history of urinary incontinence (UI).

In: Abrams P, Cardozo L, Khoury S, Wein A editor(s). Incontinence:

2nd International Consultation on Incontinence. Recommendations of
the International Scientific Committee: the evaluation and treatment of
urinary incontinence. Paris, 1-3 July 2001. Plymouth, UK: Health

Publication Ltd, 2002. [MEDLINE: 20304]

Jackson 1996
Jackson S, Donovan J, Brookes S, Eckford S, Swithinbank L, Abrams
P. The Bristol Female Lower Urinary Tract Symptoms questionnaire:
development and psychometric testing. British Journal of Urology
1996;77(6):805-12.

Jarvis 1994
Jarvis GJ. Surgery for genuine stress incontinence. British Jour-
nal of Obstetrics & Gynaecology 1994;101(5):371-4. [MEDLINE:
94289352]

Jolleys 1988
Jolleys JV. Reported prevalence of urinary incontinence in women in
a general practice. British Medical Journal Clinical Research Ed 1988;
296(6632):1300-2. [MEDLINE: 88252699]

Leach 1997
Leach GE, Dmochowski RR, Appell RA, Blaivas JG, Hadley HR,
Luber KM, et al.Female Stress Urinary Incontinence Clinical Guide-
lines Panel summary report on surgical management of female stress

urinary incontinence. The American Urological Association. Jour-

nal of Urology 1997;158(3 Pt 1):875-80. [MEDLINE: 97402725]

MacArthur 1993
MacArthur C, Lewis M, Bick D. Stress incontinence after childbirth.
British Journal of Midwifery 1993;1(5):207-15.

Traditional suburethral sling operations for urinary incontinence in women (Review) 12
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



McGuire 1993
McGuire EJ, Fitzpatrick CC, Wan J, Bloom D, Sanvordenker ],
Ritchey M, et al.Clinical assessment of urethral sphincter func-
don. Journal of Urology 1993;150(5 Pt 1):1452—4. [MEDLINE:
94016914]

Meyer 1994
Meyer S, De Grandi P, Schmidt N, Sanzeni W, Spinosa JP. Urody-
namic parameters in patients with slight and severe genuine stress in-
continence: is the stress profile useful?. Neurourology & Urodynamics

1994;13(1):21-8. [MEDLINE: 94207393]

O’Donnell 1994
O’Donnell P. Goals of Therapy and Mechanisms of Urethral Incon-
tinence. In: McGuire EJ, Kursh ED editor(s). Female Urology. 1st
Edition. Philadelphia, Pensylvania, USA: J. B. Lippincott Company,
1994:175-201.

Smith 2002
Smith ARB, Daneshgari E Dmochowski R, Ghoniem G, Jarvis GJ,
Nitti V, et al.Surgical treatment of incontinence in women. /ncon-
tinence. 2nd International Consultation on Incontinence. Plymouth,
UK: Health Publication Ltd, 2002.

Swift 1995
Swift SE, Ostergard DR. Evaluation of current urodynamic testing

methods in the diagnosis of genuine stress incontinence. Obstetrics

& Gynecology 1995;86(1):85-91. [MEDLINE: 95303440]

Thom 1997
Thom DH, van den Eeden SK, Brown ]S. Evaluation of parturi-
tion and other reproductive variables as risk factors for urinary in-
continence in later life. Obstetrics & Gynecology 1997;90(6):983-9.
[MEDLINE: 98059265]

Thomas 1980
Thomas TM, Plymat KR, Blannin J, Meade TW. Prevalence of uri-
nary incontinence. British Medical Journal 1980;281(6250):1243—
5. [MEDLINE: 81041500]

‘Ware 1993
Ware JE, Snow KK, Kosinski M, Gandek B. SF-36 Health survey
manual and interpretation guide. Boston (MA): The Health Institute,
New England Medical Centre, 1993.

Wilson 1996
Wilson PD, Herbison RM, Herbison GP. Obstetric practice and
the prevalence of urinary incontinence three months after deliv-
ery. British Journal of Obstetrics & Gynaecology 1996;103(2):154-61.
[MEDLINE: 96199090]

* Indicates the major publication for the study

Traditional suburethral sling operations for urinary incontinence in women (Review) 13
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



CHARACTERISTICS OF STUDIES

Characteristics of included studies [ordered by study ID]

Arunkalaivanan 2003

Methods RCT, randomisation method unclear. Patients demographics were well reported. Procedures were stan-
dardised. Follow up was 2-6 months, 12 and 24 months (median 12 m).

Participants 142 women with urodynamic proven SUI were recruited. Women with detrusor instability was excluded.
Groups comparable.

Interventions Group I: TVT (0=68). Group II: Pelvicol (n=74).

Outcomes Outcome measures reported were cure rates (subjective, questionnaire-based; pad used - not weighted),
levels of morbidity and impact on quality of life, health economic costs and symptom severity. There
was not significant difference on cure, satisfaction and complication rates between interventions. Failures:
group I = 10 (68); group II = 8 (74). Complications: retention up to 6 weeks 1 (group I) and 6 (group
ID); release of sling required 2 (group I) and 5 (group II).

Notes Surgery was only offered after conservative therapy had proved unsuccessful.

Risk of bias

Item Authors’ judgement Description

Allocation concealment?  Unclear B - Unclear

Barbalias 1997

Methods RCT. Follow-up at six and 30 months. Women allocated to one of two interventions by a computer
generated random table in a 2:1 ratio. All women available at follow-up.

Participants 48 consecutive women. Inclusion and exclusion criteria not clearly stated, but some patients with mixed
incontinence

Interventions Group I: Goretex sling operation (n=16). Group II: rectus fascia sling (n=32).

Outcomes Cure defined as complete freedom from SUI (clinically accessed) or improved (persistence or recurrence of
SUL, but in lesser intensity). Failure rates I: 2/16 at 6 months and 2/16 at 30 months, II: 6/32 at 6 months
and 11/32 at 30 months. Complications: I: 2 cases of erosion of sling and 3 other cases of recurrent UTT.

Notes Pre operative characteristics reported but no comparisons between groups made; statistical analysis re-
ported for urodynamic parameters pre and post operation. No other statistical comparison between groups
reported. Some patients with mixed incontinence, but results not stratified by groups or type of inconti-
nence.
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Barbalias 1997  (Continued)

Risk of bias

Item

Authors’ judgement Description

Allocation concealment?

Unclear B - Unclear

Demirci 2001

Methods RCT. Follow-up 12 months. No details of allocation method given. Not all women available in follow-
up.

Participants 46 women recruited, 23 in each arm of the study. 34 women available for follow-up, reasons for loss to
follow up not reported. Inclusion and exclusion criteria are well defined

Interventions Group I: Burch colposuspension (n=17),

Group II: Rectus fascia sling (n=17)

Outcomes Cure defined as dry, symptom-free (subjective= history and objective ultrasonography). Failure rate: I =
1/17; I1 =0/17. Late complications (1lyear follow-up) - Group I; 1 instability, 2 dyspareunia and 2 genital
prolapse (enteroclece); Group II - linstability; 3 suprapubic pain and 1 dyspareunia.

Notes Ultrasonography for measurement of bladder neck mobility was tested in both groups pre and post
operatory and showed significant improvement but no significant differences between the groups

Risk of bias

Item Authors’ judgement Description

Allocation concealment?

Unclear B - Unclear

Enzelsberger 1996

Methods

RCT. Follow-up at 32 to 48 months. Women allocated to one of two interventions by open random-
number chart. All women available to follow-up.

Participants

72 women recruited, 36 in each arm of the study. Inclusion criteria: all patients with GSI (urodynamic
and sonographic diagnosis) had a vaginal hysterectomy and, at least, one previous anterior repair; 57
were postmenopausal without hormone replacement therapy. Exclusion criteria: urinary tract infection,
unstable bladder, voiding difficulty and severe cystocele and/or rectocele. Groups were comparable for
age, weight, parity, menopausal status, previous surgery and time of follow-up.
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Enzelsberger 1996  (Continued)

Interventions

Group I : modified Burch colposuspension (two pairs of sutures instead of three) (n=36). Group II:
lyophilized dura mater sling operation (n=36).

Outcomes

Cure defined as dry, symptom-free without objective urine loss during stress with bladder filled to 300
ml or positive urethral-closure pressure during stress provocation. Failure rate I: 5/36, II: 3/36 at follow-
up at 32-48 months. Urodynamic results reported before and at follow-up. Reported longer hospital stay
and suprapubic catheter permanence for group II. Equal frequency pyrexia and bladder laceration. Late
complications: enterocele or rectocele I: 5/36, II: 1/36; voiding difficulty I: 1/36, II: 5/36. Both differences
statistically significant. Other problems not statistically significant: urgency/urge incontinence (I: 3/36,
II: 6/36). Four patients reported in control because of residual urine for group II. Equal good results in
sonographic investigation at follow-up.

Notes

Risk of bias

Item

Authors’ judgement Description

Allocation concealment?

Unclear B - Unclear

Fischer 2001
Methods RCT. Details not given. Follow-up at 6 months
Participants 22 women with intrinsic sphincter deficiency, 11 in each arm.
Interventions Group I: Burch retropubic urethropexy
Group II: suburethral sling
Outcomes Cure assessed using Incontinence impact quetionnaire (IIQ), Urinary distress inventory (UDI), stress test,
voiding dysfunction
Notes Abstract only.
Aim to evaluate the prognostic value of urethral electrodiagnosis
Risk of bias
Item Authors’ judgement Description

Allocation concealment?

Unclear B - Unclear
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Henriksson 1978

Methods RCT. Details not given. Follow-up at four to six months.

Participants 30 women randomized, 15 in each arm of the study, all with genuine stress incontinence. All age groups
of patients but menopausal status not reported. Exclusion criteria: cystocele, uterine prolapse, urge incon-
tinence, neurogenic bladder, urinary tract infections.

Interventions Group I: Teflon sling (Zoedler urethroplasty) (n=15). Group II: MMK urethrocystopexy (n=15).

Outcomes Cure defined as complete freedom from SUI (subjective and objective demonstration). All patients cured in
both groups. Complications not reported. Main differences observed in stress closing pressure of urethra,
which became positive after surgery in both groups.

Notes Groups stated similar but no comparisons made at baseline. Short follow-up.

Risk of bias

Item Authors’ judgement Description

Allocation concealment?  Unclear B - Unclear

Hilton 1989

Methods RCT. Follow-up at 2, 3, 12 and 24 months. Women allocated to one of two interventions by random
tables. All women available at follow-up.

Participants 20 women recruited, 10 in each arm of the study. Inclusion criteria: GSI (urodynamic diagnosis), vaginal
narrowing, post surgical scar, unsuitable for colposuspension. Exclusion criteria: not stated. Groups com-
parable for age, parity and number of previous surgical incontinence procedures. Menopausal status not
reported.

Interventions Group I: Stamey bladder-neck (needle) suspension (n=10). Group II: porcine dermis sling operation
(n=10).

Outcomes Cure stated as objective (urodynamic diagnosis, pad test) at 3 months and subjective at 24 months of
follow-up. Failure rates I: 2/10 at 3 months and 3/10 at 24 months, II: 1/10 at 3 months and 1/10 at 24
months. Differences not statistically significant at 3 and 24 months. Post op. complications I: 2/10, II:
9/10 (operative blood loss, pyrexia, infective complications, supra pubic catheter permanence). Hospital
stay I: 7 (0.3), II: 20 (12.9). Late complications not reported. Voiding problems at 3 months 1:2/10, II:
4/10. Detrusor instability I: 1/10, II: 2/10. Urge incontinence I: 3/10, II: 5/10.

No difference in frequency of uninhibited detrusor contractions, residual volume and maximum voiding
pressure. Peak flow significantly reduced for group II, although higher than 15 ml/s.
Notes Pad test at 12 and 24 months stated but not reported.
Risk of bias
Traditional suburethral sling operations for urinary incontinence in women (Review) 17

Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



Hilton 1989 (Continued)

Item

Authors’ judgement Description

Allocation concealment?

Unclear B - Unclear

Kondo 2003
Methods RCT. Details not reported. Follow-up 3 to 24 months. 54% achieved 24th month visit.
Participants 57 women, with pure genuine SUI (54) and mixed incontinence (3).
Interventions Group I: TVT (n = 29) and Group II: rectus fascia (n=28)
Outcomes Cure rates presented as objective and subjective data. Objective cure was defined as complete continence
in response to strong coughs 3 to 4 times in a row in a lithotomy position with intravesical water of 250
to 300 ml. There was an objective cure rate of 68,4% for group I (TVT) and 45,7 for group IL
Notes Results extracted from an abstract presented in 2003 ICS annual meeting.
Risk of bias
Item Authors’ judgement  Description

Allocation concealment?

Unclear B - Unclear

Lucas 2000
Methods RCT. Follow-up at 3, 6 and 12 months. Women allocated to each arm by a central telephone randomisation
system.
Participants 165 women recruited, all with GSI, exclusion criteria: detrusor instability and hypocompliance
Interventions Group I: sling on a string (n=84); Group II: standard sling insertion (n=81)
Outcomes Outcome was measured by patient’s quality of life, clinical indicators (such as immediate post-operative
complications, time to first void, pad tests); administrative indicators, pain scores and patient satisfaction.
At 12 month assessment 62 patients were satisfied in group I and 57 in group II.
Notes Detailed outcome measures at 3, 6 and 12 months were provided. Both groups showed improvement in
their quality of life with no significant statistical difference between allocated operation.
Risk of bias
Item Authors’ judgement Description
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Lucas 2000

(Continued)

Allocation concealment?  Yes A - Adequate
Osman 2003

Methods RCT (block-randomization technique). Folow up reported at six months. Selection criteria were well
reported.

Participants 68 women with mixed incontinence symptoms and a negative cystometrogram for motor detrusor over-
activity. All had proved stress urinary incontinence. No details on demographic data were reported.

Interventions Group I (n=25): anticholinergic treatment. Group II(n=50): surgery (I a - 24 Burch colposuspension, II
b - 26 rectus fascia sling).

Outcomes Patients were evaluated by SEAPI score (subjective and objective) and underwent urodynamic examination
pre and post treatment. 21 patients (group I) and 24 (group II b) were available to follow up. Urge
symptoms: 57% cured for group I and 88% cured for group II b. SUI: 0 cured for group I and 83% for
group IIb.

Notes The study was designed to investigate anticholinergic therapy in comparison with surgery. Patients allo-
cated to surgery had a sling procedure if the Valsalva leak point pressure was <90cmH20. We extracted
only data on sling in comparison with anticholinergics.

Risk of bias

Item Authors’ judgement Description

Allocation concealment?  Unclear B - Unclear

Sand 2000

Methods RCT by random number table. Follow-up at three months and at 72,6 months (mean)

Participants 36 women with genuine stress incontinence and a maximum uretrhal closure pressure <= 20 cm H20.
Groups comparable in terms of age, parity, and urodynamic variables, except for detrusor instability
(>Burch vs sling) and residual volume (> Burch vs sling)

Interventions Group I: PTFE sling operation (n=17). Group II: modified (overcorrection) Burch colposuspension
(n=19).

Outcomes Cure defined as objective (urodynamic) and subjective (history). Cure was 100% objective and 84%
subjective for sling and 84,6% objective and 93% subjective for Burch (long-term). There were no
statistically significant differences in outcome measures.
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Sand 2000 (Continued)

Notes The first publication (2000) reported the short-term follow-up and was considered the primary reference.
The last publication (2003) reported the long-term results.

Risk of bias

Item Authors’ judgement Description

Allocation concealment?  Yes A - Adequate

Shin 2001

Methods RCT stated. Details not given in the abstract of trial. Follow-up after first year reported

Participants 57 women with various types of SUL Patients characteristics were not reported

Interventions Group I: autologous dermal graft patch (n=33). Group II: cadaveric fascia lata (n=24)

Outcomes Outcome measures reported were success rate (dry/improved), de novo detrusor instability. Success rate

for group I = 91,6% and for group II = 93,2%

Notes

Risk of bias

Item Authors’ judgement Description

Allocation concealment?  Unclear B - Unclear

Viseshsindh 2003
Methods RCT. Method not clarified. Only the short-term follow-up reported.
Participants 26 women with stress urinary incontinence.
Interventions Group I: vaginal wall sling (n=11); Group II: fascial sling (n=15)
Outcomes Measures of outcome included SEAPI-QMN questionnaire, presence of SUI at postoperative period,
urinary symptoms and hospital stay. Cure rates: SEAPI scores decreased from 6.1 to 0.9 for group I and
from 6.3 to 0.8 for group IL
Notes
Risk of bias
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Viseshsindh 2003  (Continued)

Item

Authors’ judgement Description

Allocation concealment?

Unclear B - Unclear

RCT=randomised controlled trial; SUI=stress urinary incontinence; MMK=Marshall-Marchetti-Krantz

Characteristics of excluded studies /[ordered by study ID]

Atherton 2000

Non-randomised.

Aurunkalaivanan 2001

We are not sure about the population studied and it could be the same population as Barrington 2003 and
Arunkalaivanan 2003 (included in the review); we have written to the authors to clarify this point.

Barrington 2003

We are not sure about the population studied and it could be the same population as Arunkalaivanan 2001
and Arunkalaivanan 2003 (included in the review); we have written to the authors to clarify this point.

Choe 2000 Allocation score C (patients randomised by alternating fashion). Trial comparing slings made of vaginal
wall and of polytetrafluorethylene mesh impregnated with chorlhexidine.

Choe 2001 All patients were randomized to undergo preoperative urodynamic evaluation or not. They then had
implantation of suburethral mycromesh sling. Therefore the study analyses the impact on effectiveness of
sling if the diagnostic of SUT is made with or without urodynamic evaluation.

Chong 2003 Patients all had TVT operation were randomised to division/no division of tape.

Corcos 2001 Patients were randomized to surgery or collagen injection but those in the surgery arm were selected to sling

by patient’s option. Three types of operation could be chosen in the surgery group: Burch, sling or bladder
neck suspension. Results were reported in terms of collagen versus surgery.

Debodinance 1993

Not all patients had stress incontinence (and allocation score C - patients randomised by birth date).
Debodinance 2000 is a ten year follow-up of the first published study. The trial is a comparative study
between Bologna (a sling made of strips of vaginal wall) and Ingelman-Sundberg procedure (anterior
colporraphy with pubococcygeum muscle).

Debodinance 1994

Not clear how patients allocated. Paper in French need translation.

Goldberg 2001

Prolapse surgery rather than incontinence surgery.
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(Continued)

Halaska 2001 Study comparing transvaginal tape with colposuspension; will be included in a separate review on self fixing
slings.

Han 2001 Study comparing transvaginal tape with colposuspension; will be included in a separate review on self fixing
slings.

Hung 2001 Not clear how patients were allocated, we have written to the authors.

Ishenko 1999

Randomisation and groups unclear (randomised by age’). Excluded as attempts to contact authors unsuc-
cessful and insufficient information given in abstract. Interventions: vaginal hysterectomy, modified Pereyra
procedure, anterior and posterior repair vs vaginal hysterectomy, sling procedure with mersilen mesh, an-
terior and posterior repair.

Kuo 2001

Allocation score C (patients randomised by consecutive study entry). Comparison between rectus fascia
and polypropylene mesh.

Kwon 2002

Not all patients had stress incontinence; all patients were treated for prolapse but one group received
concomitant transvaginal sling (processed fascia lata), one group received an alternate surgery for SUI and
the last group, didn’t have SUT and were submitted only to treatment of prolapse.

Lemieux 1991

Interventions were on clamping versus non-clamping of catheters post-anti-incontinence surgery.

Liapis 2002 Study comparing transvaginal tape with colposuspension; will be included in a separate review on self fixing
slings.

Maher 2001 The study is an abstract and does not mention how many patients are in each arm of the study (pubovaginal
sling or transurethral macroplastique). The authors only cited the total number of patients recruited and
will be contacted for further information.

Meschia 2001 Surgery for prolapse rather than incontinence.

O’Sullivan 2000

RCT. Patients randomised to colposuspension or transvaginal tape. Outcome measures (collagen
metabolism) reported not included in this review.

Obrink 1978

Not clear how patients were allocated. Author written to in October 2001, no reply received.

Schostak 2001 Unclear how patients were allocated. Bone anchoring used.
Trezza 2001 Occult incontinence treated at same time as prolapse repair.
Wang 1999 Randomised to different types of anaesthetic.
Ward 2002 Study comparing transvaginal tape with colposuspension; will be included in a separate review on self fixing
slings.
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Characteristics of ongoing studies [ordered by study ID]

Hilton 2000

Trial name or title A prospective randomised comparative trial of a tension free vaginal tape (TVT) and fascial sling procedure
for’ secondary’ genuine stress incontinence

Methods

Participants 146 planned recruitment

Interventions TVT versus fascial sling

Outcomes no information

Starting date

Contact information

Notes

Lucas 2001

Trial name or title Sling operation for stress urinary incontinence: randomised trial of three operative procedures

Methods

Participants

Interventions I'VT versus Pelvicol versus sling on a string

Outcomes

Starting date

Contact information

Notes possibly same as Lucas 2004

Lucas 2004

Trial name or title Failure of porcine xenograft sling in a randomised controlled trial of three sling materials in surgery for stress
incontinence

Methods

Participants

Traditional suburethral sling operations for urinary incontinence in women (Review)
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.

23



Lucas 2004  (Continued)

Interventions I'VT versus Pelvicol versus sling on a string

Outcomes

Starting date

Contact information

Notes Interim analysis published ICS Paris 2004
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DATA AND ANALYSES

Comparison 1. SLING VS OPEN ABDOMINAL RETROPUBIC SUSPENSION

No. of No. of
Outcome or subgroup title studies participants Statistical method Effect size
1 Number not cured (worse, 3 86 Risk Ratio (M-H, Fixed, 95% CI) 0.19 [0.02, 1.53]
unchanged or improved)
within the first year
1.1 objective/genuine stress 3 86 Risk Ratio (M-H, Fixed, 95% CI) 0.19 [0.02, 1.53]
incontinence (only)
1.2 subjective/stress urinary 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
1.3 mixed incontinence 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
2 Number not cured (worse, 3 134 Risk Ratio (M-H, Fixed, 95% CI) 0.49 [0.17, 1.42]
unchanged or improved) after
first year
2.1 objective/genuine stress 3 134 Risk Ratio (M-H, Fixed, 95% CI) 0.49 [0.17, 1.42]
incontinence (only)
2.2 subjective/stress urinary 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
2.3 mixed incontinence 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
3 Number not improved (worse 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
or unchanged) within the first
year
3.1 objective/genuine stress 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
3.2 subjective/urinary stress 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
3.3 mixed incontinence 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
4 Number not improved (worse or 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
unchanged) after first year
4.1 objective/genuine stress 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
4.2 subjective/stress urinary 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
4.3 mixed incontinence 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
5 Pad changes over 24 hours 0 0 Mean Difference (IV, Fixed, 95% CI) Not estimable
5.1 objective/genuine stress 0 0 Mean Difference (IV, Fixed, 95% CI) Not estimable
incontinence (only)
5.2 subjective/stress urinary 0 0 Mean Difference (IV, Fixed, 95% CI) Not estimable
incontinence (only)
5.3 mixed incontinence 0 0 Mean Difference (IV, Fixed, 95% CI) Not estimable
6 Incontinent episodes over 24 1 28 Mean Difference (IV, Fixed, 95% CI) Not estimable
hours
6.1 objective/genuine stress 1 28 Mean Difference (IV, Fixed, 95% CI) Not estimable

incontinence (only)

Traditional suburethral sling operations for urinary incontinence in women (Review)
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



6.2 subjective/stress urinary
incontinence (only)
6.3 mixed incontinence
7 Pad test weights
7.1 objective/genuine stress
incontinence (only)
7.2 subjective/stress urinary
incontinence (only)
7.3 mixed incontinence
8 Health status measures
8.1 objective/genuine stress
incontinence (only)
8.2 subjective/stress urinary
incontinence (only)
8.3 mixed incontinence
9 Health economic measures
9.1 objective/genuine stress
incontinence (only)
9.2 subjective/stress urinary
incontinence (only)
9.3 mixed incontinence
10 Voiding dysfunction after three
months
10.1 objective/genuine stress
incontinence (only)
10.2 subjective/stress urinary
incontinence (only)
10.3 mixed incontinence
11 Detrusor instability
(urodynamic diagnosis)
11.1 objective/genuine stress
incontinence (only)
11.2 subjective/stress urinary
incontinence (only)
11.3 mixed incontinence
12 Prolapse
12.1 objective/genuine stress
incontinence (only)
12.2 subjective/stress urinary
incontinence (only)
12.3 mixed incontinence
13 Peri-operative surgical
complications
13.1 objective/genuine stress
incontinence (only)
13.2 subjective/stress urinary
incontinence (only)
13.3 mixed incontinence
14 Length of inpatient stay
14.1 objective/genuine stress
incontinence (only)

106

106

142

142

106
106

108

108

108
108

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable

Not estimable

Not estimable
5.0 [0.61, 40.70]

5.0 [0.61, 40.70]

Not estimable

Not estimable
2.79 [0.78, 10.00]

2.79 [0.78, 10.00]
Not estimable
Not estimable

0.2 [0.04, 1.11]
0.2 [0.04, 1.11]

Not estimable

Not estimable

0.65 [0.18, 2.36]
0.65 [0.18, 2.36]
Not estimable
Not estimable

2.80 [2.11, 3.49]
2.80 [2.11, 3.49]

Traditional suburethral sling operations for urinary incontinence in women (Review)
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.

26



14.2 subjective/stress urinary
incontinence (only)
14.3 mixed incontinence
15 Time to return to normal
activity level
15.1 objective/genuine stress
incontinence (only)
15.2 subjective/stress urinary
incontinence (only)
15.3 mixed incontinence
16 Repeat incontinence surgery
16.1 objective/genuine stress
incontinence (only)
16.2 subjective/stress urinary
incontinence (only)
16.3 mixed incontinence
17 Urge symptoms or urge
incontinence
17.1 objective/genuine stress
incontinence (only)
17.2 subjective/stress urinary
incontinence (only)
17.3 mixed incontinence

72

72

Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Not estimable

Not estimable

Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable

Not estimable

Not estimable
2.0 [0.54, 7.39]

2.0 [0.54, 7.39]
Not estimable

Not estimable

Comparison 2. SLING VS STAMEY BLADDER NECK (NEEDLE) SUSPENSION

No. of No. of
Outcome or subgroup title studies participants Statistical method Effect size
1 Number not cured (worse, 1 20 Risk Ratio (M-H, Fixed, 95% CI) 0.5 [0.05, 4.67]
unchanged or improved)
within the first year
1.1 objective/genuine stress 1 20 Risk Ratio (M-H, Fixed, 95% CI) 0.5 [0.05, 4.67]
incontinence (only)
1.2 subjective/stress urinary 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
1.3 mixed incontinence 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
2 Number not cured (worse, 1 20 Risk Ratio (M-H, Fixed, 95% CI) 0.33 [0.04, 2.69]
unchanged or improved) after
first year
2.1 objective/genuine sress 1 20 Risk Ratio (M-H, Fixed, 95% CI) 0.33 [0.04, 2.69]
incontinence (only)
2.2 subjective/stress urinary 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence
2.3 mixed incontinence 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
3 Number not improved (worse 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable

or unchanged) within the first
year
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3.1 objective/genuine stress
incotinence
3.2 subjective/stress urinary
incontinence (only)
3.3 mixed incontinence
4 Number not improved (worse or
unchanged) after first year
4.1 objective/genuine stress
incontinence (only)
4.2 subjective/stress urinary
incontinence (only)
4.3 mixed incontinence
5 Pad changes over 24 hours
5.1 objective/genuine stress
incontinence (only)
5.2 subjective/stress urinary
incontinence (only)
5.3 mixed incontinence
6 Incontinent episodes over 24
hours
6.1 objective/genuine stress
incontinence (only)
6.2 subjective/stress urinary
incontinence (only)
6.3 mixed incontinence
7 Pad tests weight
7.1 objective/genuine stress
incontinence (only)
7.2 subjective/stress urinary
incontinence (only)
7.3 mixed incontinence
8 Health status measures
8.1 objective/genuine stress
incontinence (only)
8.2 subjective/stress urinary
incontinence (only)
8.3 mixed incontinence
9 Health economic measures
9.1 objective/genuine stress
incontinence (only)
9.2 subjective/stress urinary
incontinence (only)
9.3 mixed incontinence
10 Voiding dysfunction after three
months
10.1 objective/genuine stress
incontinence (only)
10.2 subjective/stress urinary
incontinence (only)
10.3 mixed incontinence

20

20

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Not estimable

Not estimable

Not estimable

Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable

Not estimable

Not estimable

Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable

Not estimable

Not estimable

2.0 [0.47, 8.56]

2.0 [0.47, 8.56]

Not estimable

Not estimable
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11 Detrusor instability
(urodynamic diagnosis)
11.1 objective/genuine stress
incontinence (only)
11.2 subjective/stress urinary
incontinence (only)
11.3 mixed incontinence
12 Entero-rectocele
12.1 objective/genuine stress
incontinence (only)
12.2 subjective/stress urinary
incontinence (only)
12.3 mixed incontinence
13 Peri-operative surgical
complications
13.1 objective/genuine stress
incontinence (only)
13.2 subjective/stress urinary
incontinence (only)
13.3 mixed incontinence
14 Length of inpatient stay
14.1 objective/genuine stress
incontinence (only)
14.2 subjective/stress urinary
incontinence (only)
14.3 mixed incontinence
15 Time to return to normal
activity level
15.1 objective/genuine stress
incontinence (only)
15.2 subjective/stress urinary
incontinence (only)
15.3 mixed incontinence
16 Repeat incontinence surgery
16.1 objective/genuine stress
incontinence (only)
16.2 subjective/stress urinary
incontinence (only)
16.3 mixed incontinence
17 Urge symptoms or urge
incontinence
17.1 objective/genuine stress
incontinence (only)
17.2 subjective/stress urinary
incontinence (only)
17.3 mixed incontinence

20

20

20

20

20
20

20

20

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

2.0 [0.21, 18.69]
2.0[0.21, 18.69]
Not estimable
Not estimable
Not estimable
Not estimable

Not estimable

Not estimable
451[1.28, 15.81]

45(1.28, 15.81]
Not estimable
Not estimable
13.0 [5.00, 21.00]
13.0 [5.00, 21.00]

Not estimable

Not estimable
Not estimable

Not estimable
Not estimable
Not estimable
Not estimable
Not estimable

Not estimable

Not estimable

1.67 [0.54, 5.17]
1.67 [0.54, 5.17]
Not estimable

Not estimable
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Comparison 3. SLING VS SLING

No. of No. of
Outcome or subgroup title studies participants Statistical method Effect size
1 Number not cured (worse, 2 298 Risk Ratio (M-H, Fixed, 95% CI) 0.96 [0.59, 1.55]
unchanged or improved)
within the first year
1.1 objective/genuine stress 2 298 Risk Ratio (M-H, Fixed, 95% CI) 0.96 [0.59, 1.55]
incontinence (only)
1.2 subjective/stress urinary 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
1.3 mixed incontinence 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
2 Number not cured (worse, 3 162 Risk Ratio (M-H, Fixed, 95% CI) 0.69 [0.41, 1.16]
unchanged or improved) after
first year
2.1 objective/genuine stress 1 57 Risk Ratio (M-H, Fixed, 95% CI) 1.16 [0.43, 3.12]
incontinence (only)
2.2 subjective/stress urinary 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
2.3 mixed incontinence 2 105 Risk Ratio (M-H, Fixed, 95% CI) 0.56 [0.30, 1.04]
3 Number not improved (worse 3 346 Risk Ratio (M-H, Fixed, 95% CI) 0.86 [0.47, 1.59]
or unchanged) within the first
year
3.1 objective/genuine stress 2 298 Risk Ratio (M-H, Fixed, 95% CI) 1.06 [0.56, 2.01]
incontinence (only)
3.2 subjective/stress urinary 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
3.3 mixed incontinece 1 48 Risk Ratio (M-H, Fixed, 95% CI) 0.15 [0.01, 2.50]
4 Number not improved (worse or 2 105 Risk Ratio (M-H, Fixed, 95% CI) 1.09 [0.20, 6.03]
unchanged) after first year
4.1 objective/genuine stress 1 57 Risk Ratio (M-H, Fixed, 95% CI) 1.09 [0.20, 6.03]
incontinence (only)
4.2 subjective/stress urinary 0 0 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
4.3 mixed incontinence 1 48 Risk Ratio (M-H, Fixed, 95% CI) Not estimable
5 Pad changes over 24 hours 1 146 Mean Difference (IV, Fixed, 95% CI) Not estimable
5.1 objective/genuine stress 1 146 Mean Difference (IV, Fixed, 95% CI) Not estimable
incontinence (only)
5.2 subjective/stress urinary 0 0 Mean Difference (IV, Fixed, 95% CI) Not estimable
incontinence (only)
5.3 mixed incontinence 0 0 Mean Difference (IV, Fixed, 95% CI) Not estimable
6 Incontinent episodes over 24 1 156 Mean Difference (IV, Fixed, 95% CI) Not estimable
hours
6.1 objective/genuine stress 1 156 Mean Difference (IV, Fixed, 95% CI) Not estimable
incontinence (only)
6.2 subjective/stress urinary 0 0 Mean Difference (IV, Fixed, 95% CI) Not estimable
incontinence (only)
6.3 mixed incontinence 0 0 Mean Difference (IV, Fixed, 95% CI) Not estimable
7 Pad test weight 1 110 Mean Difference (IV, Fixed, 95% CI) Not estimable
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7.1 objective/genuine stress
incontinence (only)
7.2 subjective/stress urinary
incontinence (only)
7.3 mixed incontinence
8 Health status measure
8.1 objective/genuine stress
incontinence (only)
8.2 subjective/stress urinary
incontinence (only)
8.3 mixed incontinence
9 Health economic measures
9.1 objective/genuine stress
incontinence (only)
9.2 subjective/stress urinary
incontinence (only)
9.3 mixed incontinence
10 Voiding dysfunction after three
months
10.1 objective/genuine stress
incontinence (only)
10.2 subjective/stress urinary
incontinence (only)
10.3 mixed incontinence
11 Detrusor instabilitty
(urodynamic diagnosis)
11.1 objective/genuine stress
incontinence (only)
11.2 subjective/stress urinary
incontinence (only)
11.3 mixed incontinence
12 Entero-rectocele
12.1 objective/genuine stress
incontinence (only)
12.2 subjective/stress urinary
incontinence (only)
12.3 mixed incontinence
13 Peri operative surgical
complications
13.1 objective/genuine stress
incontinence (only)
13.2 subjective/stress urinary
incontinence (only)
13.3 mixed incontinence
14 Length of inpatient stay
14.1 objective/genuine stress
incontinence (only)
14.2 subjective/stress urinary
incontinence (only)
14.3 mixed incontinence

110

156
156

105

57

48

412

307

105
307
307

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)
Peto Odds Ratio (Peto, Fixed, 95% CI)

Peto Odds Ratio (Peto, Fixed, 95% CI)

Peto Odds Ratio (Peto, Fixed, 95% CI)

Peto Odds Ratio (Peto, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Peto Odds Ratio (Peto, Fixed, 95% CI)
Peto Odds Ratio (Peto, Fixed, 95% CI)

Peto Odds Ratio (Peto, Fixed, 95% CI)

Peto Odds Ratio (Peto, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)

Mean Difference (IV, Fixed, 95% CI)

Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable
Not estimable

Not estimable

Not estimable
Not estimable

Not estimable

Not estimable

Not estimable

0.87 [0.36, 2.10]

0.58 [0.17, 1.94]

Not estimable
1.5 [0.38, 5.91]
Not estimable
Not estimable

Not estimable

Not estimable

0.95 [0.70, 1.27]

0.86 [0.62, 1.20]

Not estimable

1.39 [0.68, 2.82]

Not estimable

Not estimable

Not estimable

Not estimable

Traditional suburethral sling operations for urinary incontinence in women (Review)
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.

31



15 Time to return to normal
activity level
15.1 objective/genuine stress
incontinence (only)
15.2 subjective/stress urinary
incontinence (only)
15.3 mixed incontinence
16 Repeat incontinence surgery
16.1 objective/genuine stress
incontinence (only)
16.2 subjective/stress urinary
incontinence (only)
16.3 mixed incontinence
17 Urge symptoms or urge
incontinence
17.1 objective/genuine stress
incontinence (only)
17.2 subjective/stress urinay
incontinence (only)
17.3 mixed incontinence

154

154

Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Mean Difference (IV, Fixed, 95% CI)
Peto Odds Ratio (Peto, Fixed, 95% CI)
Peto Odds Ratio (Peto, Fixed, 95% CI)

Peto Odds Ratio (Peto, Fixed, 95% CI)

Peto Odds Ratio (Peto, Fixed, 95% CI)
Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Risk Ratio (M-H, Fixed, 95% CI)

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable

0.82 [0.56, 1.19]

0.82 [0.56, 1.19]

Not estimable

Not estimable

Comparison 4. SLING VS CONSERVATIVE MANAGEMENT

No. of No. of
Outcome or subgroup title studies participants Statistical method Effect size
1 Number not cured (worse, 1 45 Odds Ratio (M-H, Fixed, 95% CI) 387.0 [17.55,
unchanged or improved) 8533.79]
within the first year
1.1 objective/genuine stress 0 0 Odds Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
1.2 subjective/stress urinary 0 0 Odds Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
1.3 mixed incontinence 1 45 Odds Ratio (M-H, Fixed, 95% CI) 387.0 [17.55,
8533.79]
2 Number not cured (worse, 0 0 Odds Ratio (M-H, Fixed, 95% CI) Not estimable
unchanged or improved) after
first year
2.1 objective/genuine stress 0 0 Odds Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
2.2 subjective/stress urinary 0 0 Odds Ratio (M-H, Fixed, 95% CI) Not estimable
incontinence (only)
2.3 mixed incontinence 0 0 Odds Ratio (M-H, Fixed, 95% CI) Not estimable
3 Number not improved (worse 0 0 Odds Ratio (M-H, Fixed, 95% CI) Not estimable
or unchanged) within the first
year
3.1 objective/genuine stress 0 0 Odds Ratio (M-H, Fixed, 95% CI) Not estimable

incontinence (only)
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3.2 subjective/stress urinary
incontinence (only)
3.3 mixed incontinence
4 Number not improved (worse or
unchanged) after the first year
4.1 objective/genuine stress
incontinence (only)
4.2 subjective/stress urinary
incontinence (only)
4.3 mixed incontinence
5 Detrusor instability (urodynamic
diagnosis)
5.1 objective/genuine stress
incontinence (only)
5.2 subjective/stress urinary
incontinence (only)
5.3 mixed incontinence
6 Urge symptoms or urge
incontinence
6.1 objective/genuine stress
incontinence (only)
6.2 subjective/stress urinary
incontinence(only)
6.3 mixed incontinence

Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)
Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)
Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)
Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)

Odds Ratio (M-H, Fixed, 95% CI)

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable

Not estimable
5.25 [1.19, 23.22]

Not estimable

Not estimable

5.25 [1.19, 23.22]

WHAT’S NEW

Last assessed as up-to-date: 24 May 2005.

13 October 2008 Amended Converted to new review format.

HISTORY

Protocol first published: Issue 3, 1999
Review first published: Issue 3, 2000
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25 May 2005 New citation required and conclusions have changed =~ Substantive amendment. The review was divided into
two separate reviews: one on traditional sub-urethral
sling operations (current review, updated) and another
on sub-urethral self fixing sling operations (to in-
clude the new TVT and SPARC procedure) to be pre-
pared. The trials on TVT versus other procedures other
than traditional suburethral sling operations (four) were
moved to the excluded trials list and will be included in
the new review. Five new trials were included.

13 February 2003  New search has been performed minor update, five studies added

17 May 2001 New citation required and conclusions have changed  first update
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NOTES

Third update: issue 3, 2005, search updated 20.12.2004. The review is to be divided into two separate reviews: one on traditional sub-
urethral sling operations (current review, updated) and another on sub-urethral self fixing sling operations (to include the new TVT
and SPARC procedure) to be prepared. The trials on TVT versus other procedures other than traditional suburethral sling operations
(four) were moved to the excluded trials list and will be included in the new review. Five new trials were included.
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Female; Humans
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