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Aim

Laparoscopic colposuspension was one of the first minimal access operations for the treatment of women with stress urinary
incontinence with the presumed advantages of avoiding major incisions, shorter hospital stay and quicker return to normal
activities. This evidence update from the Cochrane Group evaluated and compared the effectivness of laparoscopic
colposuspension, addressing the question “ Is laparoscopic colposuspension a valid surgical alternative for women with stress
urinary incontinence?”

Methods

Update of the Cochrane review of randomised or quasi-randomised trials that included laparoscopic colposuspension for the
treatment of stress or mixed urinary incontinence. The Cochrane Incontinence Specialised Register, which contains trials
identified from the Cochrane Central Register of Controlled Trials (CENTRAL), MEDLINE, MEDLINE In-Process, MEDLINE Epub
Ahead of Print, CINAHL, ClinicalTrials.gov, WHO ICTRP and handsearching of journals and conference proceedings (searched
8 March 2017) and the reference lists of relevant articles to identify eligible trials. Additional trials were sought from other sources
and authors were contacted for unpublished data and trials.

Results

We identified 25 eligible trials for this review, with data contributed by 2179 randomised women.

Twelve trials (1,304 women) compared laparoscopic colposuspension (using sutures or mesh) with open colposuspension. For
subjective cure of incontinence within 18 months, moderate quality evidence suggested little difference between laparoscopic
colposuspension when using sutures and open colposuspension (RR 1.03, 95% CI 0.97 to 1.10). However when comparing
laparoscopic colposuspension using mesh to open colposuspension the subjective cure rates up to 18 months were seen to be
lower (RR 0.72, 95% CI 0.64 to 0.80) although this was based on low quality evidence. Beyond 18 months after surgery, we found
some evidence suggesting little difference between laparoscopic colposuspension and open colposuspension but the data was
very limited. In terms of adverse events, moderate quality evidence suggested greater risk of perioperative complications with
open colposuspension than with laparoscopic colposuspension using sutures (RR 0.71, 95% CI 0.57 to 0.88) and a similar risk
of de novo detrusor overactivity between open and laparoscopic colposuspension (RR 1.29, 95% CI 0.72 to 2.30). We identified
inconclusive, low quality evidence regarding other adverse effects in the comparison between laparoscopic colposuspension and
open colposuspension.

Nine trials (412 women) compared laparoscopic colposuspension with mid-urethral vaginal tapes. For subjective cure of
incontinence within 18 months Low quality evidence suggested there may be little difference between laparoscopic
colposuspension when using sutures and midurethral slings (RR 1.01, 95% CI 0.88 to 1.16). However comparing laparoscopic
colposuspension using mesh to midurethral sling procedures, the subjective cure rates up to 18 months were seen to be lower
(RR0.71, 95% CI 0.55 to 0.91) although this was based on low quality evidence. Beyond 18 months after surgery, we found some
evidence suggesting little difference between laparoscopic colposuspension and or midurethral sling procedures but data was
very limited. We identified inconclusive, low quality evidence regarding adverse effects in the comparisons between laparoscopic
colposuspension and midurethral slings.

Five trials (463 women) compared different methods of laparoscopic colposuspension with each other. Low quality evidence
suggested higher subjective cure rates up to 18 months after laparoscopic colposuspension with two sutures than the same
procedure with one suture (RR 1.37, 95% CI 1.14 to 1.64).

Interpretation of results: Regarding subjective incontinence, currently there is no evidence of a difference in effectiveness
between laparoscopic colposuspension and open colposuspension, nor between laparoscopic colposuspension and midurethral
sling procedures. However, when laparoscopic colposuspension is performed, the use of two sutures appears to be more effective
than one.

Concluding message: In the context of current safety concerns raised regarding the use of tapes in continence surgery, where
in 2016 the FDA reclassified urogynecologic surgical mesh instrumentation from class | medical devices (low risk) into class I
(intermediate risk) and the more recent legislative proposal in the European Parliament in 2017 proposing to reclassify the
implantable device procedures from a class Il device (medium risk) into class Il device (high risk), it is particularly important that
other surgical options such as laparoscopic colposuspension are thoroughly investigated using robust methods to ensure women
and their health care providers can make informed decisions regarding treatment.




Fig 1 Laparoscopic colposuspension versus open colposuspension (Subjective cure within 18 months)

Laparoscopic Open Risk Ratio Risk Ratio Risk of Bias
Study er Subgroup Events Total Events Total Weight _M-H.Fixed,95% Cl M-H. Fixed.95% CI
1.1.1 Lapar wsion using sutures
Ankardal 2005 4z 48 58 82 16.2% 0.94 [0.83, 1.06] it
Carey 2006 o6 96 99 104 20.6% 1.05 [1.00, 1.10] =
Cheon 2003 28 47 37 43 12.4% 0.94 [0.78, 1.13] -1
Fatthy 2001 29 33 34 40 9.8% 1.03 [0.86, 1.24] -
Kitchener 2008 86 130 76 131 24.2% 1.14 [0.94, 1.38] T
Ustun 2005 (1) 21 26 21 26 6.7 % 1.00 [0.77, 1.30] .
Subtotal (95% CI) 380 406 100.0% 1.03 [0.97. 1.10] >

Total events 312 225
Heterogeneity: Chiz = 4.97, df = 5 (P = 0.42); |12 = 0%
Test for overall effect: Z = 1.05 (P = 0.29)

1.1.2 Laparoscopic colposuspension using mesh and staples

Ankardal 2004 &4 104 a5 o5 49.9% 0.69 [0.58, 0.81] — -
Ankardal 2005 as 72 58 62  35.0% 0.67 [0.55, 0.81] —-—
Tuygun 2006 (2) 23 27 30 33 15.2% 0.94 [0.77, 1.13] ——t
Subtotal (95% CI) 203 190 100.0% 0.72 [0.64, 0.80] -

Total events 132 173

Heterogeneity: Chiz = 8.26, df = 2 (P = 0.02); 12 = 76%
Test for overall effect: Z = 5.95 (P =< 0.00001)
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Test for subgroup differences: Chiz = 32.12, df = 1 (P = 0.00001). |* = 96.9%
Eocotnotes

(1) at one year (A) Random sequence generation (selection bias)
(2) At one year (B) Allocation concealment (selection bias)
(C) Blinding of participants and personnel (performance bias)
(D) Blinding of outcome assessment (detection bias)
(E) Incomplete outcome data (attrition bias)
(F) Selective reporting (reporting bias)
(G) Other bias

Fig 2 Laparoscopic colposuspension versus open colposuspension (Subjective cure 18 months up to 5 years)

Laparoscopic open Risk Ratio Risk Ratio Risk of Bias
Study or Subgroup Events Total Events Total Weight M-H, Fixed, 895% C| M-H. Fixed, 95% CI1 A B C D E F G
1.2.1 Lapar i nsion using sutures
Kitchener 2006 73 133 71 130 100.0% 1.00 [0.81, 1.25] ® 7 ? T O0®
Subtotal (95% Cl) 133 130 100.0% 4.00 [0.81, 1.25]
Total events 73 71

Heterogeneity: Not applicable
Test for overall effect: Z = 0.04 (P = 0.98)

1.2.2 Laparoscopic colposuspension using mesh and staples

Kitchener 2008 73 133 71 130 78.9% 1.00 [0.81, 1.25] - 7
Tuygun 2006 14 27 24 33 23.1% 0.71 [0.47, 1.08] 7
Subtotal (95% Cl) 160 163 100.0% 0.94 [0.77, 1.14]

Total events 87

o5
Heterogeneity: Chi? = 2.02, df = 1 (P = 0.15); I = 51%
Test for overall effect: Z = 0.65 (P = 0.51)
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est for subgroup differences: Chi* = 0.22, df = 1 (P = 0.64), I* = 0%

(A) Random sequence generation (selection bias)
(B) Allocation concealment (selection bias)

(C) Blinding of participants and personnel (performance bias)
(D) Blinding of outcome assessment (detection bias)

(E) Incomplete outcome data (attrition bias)

(F) Selective reporting (reporting bias)
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Fig 3 Laparoscopic colposuspension versus Midurethral slings (Subjective cure within 18 months)

Laparoscopic colpo  Midurethral slings Risk Ratio Risk Ratio Risk of Bias.
Study or Subgroup Events Total _ Events Total Weight M-H.Fixed,95%Cl M-H. Fixed,95% C|
2.1.1 Laparoscopic colposuspension using sutures vs TVT
Foote 2004 21 27 26 33 24.7% 0.99 [0.75. 1.29] —
Maher 2004 3s 40 34 42 35.0% 1.08 [0.90, 1.30] —p-—
Persson 2002 16 31 21 37 20.2% 0.91[0.58. 1.41] — -
Ustun 2003 19 23 19 23 20.1% 1.00 [0.77, 1.30] ——
Subtotal (95% CI) 121 135 100.0% 1.01 [0.88, 1.16] -
Total events 21 100
Heterogeneity: Chi? = 0.78, df = 3 (P = 0.86); I = 0%
Test for overall effect: Z = 0.10 (P = 0.92)
2.1.2 Laparoscopic colposuspension using mesh vs TVT
Valpas 2004 30 51 58 70 100.0% 0.71[0.55, 0.91] t ®@P® 7 S
Subtotal (95% Cl) 51 70 100.0% 0.71 [0.55, 0.91]
Total events 30 58
Heterogeneity: Not applicable
Test for overall effect: Z = 2.65 (P = 0.008)
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Risk of bias legend

(A) Random sequence generation (selection bias)

(B) Allocation concealment (selection bias)

(C) Blinding of participants and personnel (performance bias)
(D) Blinding of outcome assessment (detection bias)

(E) Incomplete outcome data (attrition bias)

(F) Selective reporting (reporting bias)

(G) Other bias
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