IOD711 TN W'Y

TOT / TVT-0 (vs sims)

Dr. Maia Rosenberg
(Prof. Shimon Ginath)

N\ 7 N\ A

NIT71" 0D'WI (AN
'WU'DIIJING 'NOW 1TOWN
NoO7 NIN W'Y




THE CORRECTION OF STRESS INCONTINENCE BY
SIMPLE VESICOURETHRAL SUSPENSION

VICTOR FRAY MARSHALL, M.D., F.A.C.S.,, ANDREW A. MARCHETTI, M.D., and
KERMIT E. KRANTZ, M.D., New York, New York

From the Departments of Surgery (Urology) and Obstetrics
and Gynecology of Cornell University Medical College and the
New York Hospital, and the Department of Urology of the
Memorial Hospital.

Surg, Gynec & Obstet, 88: 509-518, 1949

An Ambulatory Surgical Procedure Under Local Anesthesia for
Treatment of Female Urinary Incontinence

U. Ulmsten, L. Henriksson, P. Johnson and G. Varhos
Department of Obstetrics and Gynecology, Akademiska Sjukhuset, Uppsala University, Uppsala, Sweden

Int Urogynecol J (1996) 7:81-86

Urethrovaginal fixation to Cooper’s ligament for
correction of stress incontinence, cystocele,
and prolapse

JOHN C. BURCH, M.D.

From the Department of Obstetrics
and Gynecology Vanderbilt University
Medical School. Nashuville, Tennessee

Am. J. Obst. & Gynec. Volume 81 Number 2 February, 1961

Tension-free Vaginal Tape

Rectus
abdominis
muscle

La bandelette trans-obturatrice : un procédé mini-invasif pour traiter

Pir Burch Colposuspension” 1ime

1949 — MMK

ient of Female Stress
aginal Tape Inside-Out

Novel Surgi
Urinary Inc

Jean de Leval

Department of Urology, Cen' it L Veau — 1, B-4000 Liége, Belgium

European Urology/”

1996 — Ulmsten (TVT)
2001 — Delorme (TOT)
2003 — de Leval (TVT-0)
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Midurethral Tissue Fixation System sling — a ‘micromethod’ for cure
of stress incontinence — preliminary report

Peter E. P. PETROS"? and Peter A. RICHARDSON'

' Department of Gynaecology, Royal Perth Hospital, and * University of Western Australia, Perth, Australia

Australian and New Zealand Journal of Obstetrics and Gynaecology 2005; 45: 372-375

One-Year Surgical Outcomes and Quality of Life after Minimally
Invasive Sling Procedures for the Treatment of Female Stress
Urinary Incontinence: TVT SECUR® vs. CureMesh®

Young Min Joo, Jin Ho Choe, Ju Tae Seo
Department of Urology, Cheil General Hospital, Kwandong University College of Medicine, Seoul, Korea

Korean J Urol 2010;51:337-343

TVT SECUR System — tahuprosta podpora uretry u Zen trpicich
stresovou inkontinenci moc¢i — technika a prvni zkuSenosti

Martan A., Magata J., Svabk K
Gynekologicko-porodnicka klinika VFN a 1. LF UK, Praha

Ces. Gynek.2007, 72, &. 1 s. 42-49

The MiniArc® Sling System in the Treatment of Female Stress
Urinary Incontinence

Annett Gauruder-Burmester, Gralf Popken

Department of Urogynecology, German Pelvic Floor Center (AGB), Berlin, and Department of Urology,
Helios Klinikum Berlin Buch (GP), Berlin, Germany

International Braz J Urol Vol. 35 (3): 334-343, May - June, 2009

CONTASURE NEEDLELESS: TOT DE UNA SOLA INCISION PARA EL
TRATAMIENTO DE LA INCONTINENCIA DE URINARIA DE ESFUERZO

Rafael Navazo, Jesis Moreno, Cristina Hidalgo, Miguel Angel Herraiz, José Antonio Vidart,
Jesus Salinas y Angel Silmi.

Unidad de Suelo Pélvico. Universidad Complutense. Hospital Clinico San Carlos de Madrid. Madrid. Espaiia

Arch. Esp. Urol. 2009; 62 (9): 719-723
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Short-term outcomes with the Ajust™ system: a new single
incision sling for the treatment of stress urinary incontinence
Michele Meschia - Pietro Barbacini - Roberto Baccichet - Arturo Buonaguidi -

Marco Maffiolini - Luisa Ricci - Chiara Braghin - Valentina Brusati -
Chiara Dell’Utri - Lorenzo Spreafico

M. Meschia - P, Barbacini- V. Brassti R Bccichet - C. Beaghin A Booaaguidi- C. Dell Ut M. Maffioini L. Ricsi- L. Spreafico
Deparimcnt of Obctics s Gysecology. Depanment of Obtccs sad Gymecology, DFemocst o £ Obsces 2 Gyseclo: of O md Gy, Deprmest of O nd Oy
Ospedale G. Fomani”, Dspedale & Conegliano, IRCCS Fondazione Policinico Mangiagalli ¢ Regina Elcna. Ospedale di Picve di Coriano, Ospedale & Mastecehio Emsbia.

um Milan, Inaly ummv Vencso, hal Milan, haly Picve di Coriano, laly Montecchio Emilia, lialy

Int Urogynecol J (2011) 22:177-182

What is the best indication for single-incision Ophira Mini
Sling? Insights from a 2-year follow-up international
multicentric study

Paulo Palma - Cassio Riccetto - Elaine Bronzatto -
Rodrigo Castro - Sebastian Altuna

P. Palma - C. Riccetto - E. Bronzatto astro S. Altuna

Division of Female Urology, University of Campinas (UNICAMP), Dcpanmenl of Gynecology, Federal University of Sdo Paulo Department of Gynecology, Austral University Hospital,
Campinas, Brazil (UNIFESP), Sio Paulo, Brazil Bucnos Aires, Argentina

Int Urogynecol J 2014 Apr 16

2013
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Tension-free vaginal tape versus colposuspension
for primary urodynamic stress incontinence:

5-year follow up

KL Ward, P Hilton on behalf of the UK and Ireland TVT Trial Group*
14 — MC (UK, Ireland)

BJOG 2008;115:226-233

* “No significant difference between
TVT and colposuspension for the

cure of USI at 5 years”

Negative 1h pad test:
-TVT: 38/, (81%)
- Burch: 44/, (90%) (P=0.21)

Enrolment

Allocation

6-month
follow up

2-year
follow up

5-year follow up

Assessed for
eligibility
(n = unknown)

'

Randomised
(n = 344)

'

!

Allocated to TVT (n = 175)

Received treatment allocated (n = 170)

Did not receive allocated treatment (n = 5)
Reasons:

Withdrew consent (n = 2)

Declined surgery (n = 1)

Ineligible for trial (n = 2)

1

Followed up (n = 167)
Lost to follow up (n = 1)
Withdrew (n = 2)

Followed up at 24 months (n = 137)
Lost to follow up (n = 25)
Withdrew (n = 8)

Followed up at 5 years (n = 98)

Loss due to investigator withdrawal (n = 21)
Lost to follow up (n = 40)

Withdrew (n = 11)

Incomplete follow up
(questionnaire data only) (n = 26)

!

Allocated to colposuspension (n = 169)
Received treatment allocated (n = 146)

Did not receive allocated treatment (n = 23)
Reasons:

Withdrew consent (n = 16)

Declined surgery (n = 5)

Ineligible for trial (n = 2)

1

Followed up (n = 137)
Lost to follow up (n = 8)
Withdrew (n = 1)

Followed up at 24 months (n = 108)
Lost to follow up (n = 29)
Withdrew (n = 9)

l

Followed up at 5 years (n = 79)

Loss due to investigator withdrawal (n = 17)
Lost to follow up (n = 39)

Withdrew (n = 11)

Incomplete follow up
(questionnaire data only) (n = 30)
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Retropubic versus Transobturator
Midurethral Slings for Stress Incontinence

Holly E. Richter, Ph.D., M.D., Michael E. Albo, M.D., Halina M. Zyczynski, M.D.,
Kimberly Kenton, M.D., Peggy A. Norton, M.D., Larry T. Sirls, M.D.,
Stephen R. Kraus, M.D., Toby C. Chai, M.D., Gary E. Lemack, M.D.,

Kimberly J. Dandreo, M.Sc., R. Edward Varner, M.D., Shawn Menefee, M.D.,
Chiara Ghetti, M.D., Linda Brubaker, M.D., Ingrid Nygaard, M.D.,

Salil Khandwala, M.D., Thomas A. Rozanski, M.D., Harry Johnson, M.D.,
Joseph Schaffer, M.D., Anne M. Stoddard, Sc.D., Robert L. Holley, M.D.,
Charles W. Nager, M.D., Pamela Moalli, M.D., Ph.D., Elizabeth Mueller, M.D.,
Amy M. Arisco, M.D., Marlene Corton, M.D., Sharon Tennstedt, Ph.D.,

T. Debuene Chang, M.D., E. Ann Gormley, M.D., and Heather J. Litman, Ph.D.,
for the Urinary Incontinence Treatment Network*

TOMUS = Trial of Mid-Urethral Slings
N Engl] Med 2010;362:2066-76 14 — MC (USA)

43 — Surgeons
Treatment Success of Retropubic and Transobturator Mid
Urethral Slings at 24 Months

Michael E. Albo,*,t Heather J. Litman,¥ Holly E. Richter,8 Gary E. Lemack,|

Larry T. Sirls,¥ Toby C. Chai,§| Peggy Norton,* Stephen R. Kraus,**

Halina Zyczynski,tT Kimberly Kenton,¥ E. Ann Gormley#t+ and John W. Kusek# for
the Urinary Incontinence Treatment Network

From the University of California, San Diego, La Jolla, California (MEA), New England Research Institutes, Watertown, Massachusetts (HJL),
University of Alabama at Birmingham, Birmingham, Alabama (HER), University of Texas, Southwestern, Dallas (GEL), and University of Texas
at San Antonio, San Antonio (SRK), Texas, William Beaumont Hospital, Royal Oak, Michigan (LTS), University of Maryland, Baltimore (TCC),
and National Institute of Diabetes and Digestive and Kidney Diseases, Bethesda (JWK), Maryland, University of Utah, Salt Lake City, Utah
(PN), University of Pittsburgh, Magee-Womens Hospital, Pittsburgh, Pennsylvania (HZ), Loyola University Chicago, Chicago, lllinois (KK), and
Dartmouth-Hitchcock Medical Center, Lebanon, New Hampshire (EAG)

THE JOURNAL OF UROLOGY® Vol. 188, 2281-2287, December 2012
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Screened for eligibility
(n=3521)

l

Provided written consent

(n=749)

3

Randomized
(n=3597)

o

Assigned to Retropubic

i

(n=298)
\

.

Assigned to Transobturator
(n=299)

i S

Included in PP
analysis
(n=291)

Not included in PP analysis (n=7)
Ineligible (n=4)
Crossover and ineligible (n=1)
Did not receive study surgery (n=2)

Followed-up for treatment success at

12 months (n=274)

Lost to followup (n=8)
Withdrew consent (n=7)
Other (n=2)

¥

Followed-up for treatment success at 24

months (n=253)

Lost to followup (n=10)
Withdrew consent (n=3)
Other (n=8)

analysis Ineligible (n=6)
(n=292) Crossover (n=1)

Included in PP Not included in PP analysis (n=7)

Followed-up for treatment success at 12
months (n=278)

Lost to followup (n=8)
Withdrew consent (n=5)
Other (n=1)

Followed-up for treatment success at
24 months (n=263)

Lost to followup (n=7)
Withdrew consent (n=3)
Other (n=3)
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P=0.19

[l Retropubic sling [] Transobturator sling

P=0.75

P=0.23

m

45%

40% A

35% +

30% A

25% A

20% A

15% A

10% A

5% A

Stress test

Pad test

2y

m Retropubic O Transobturator

p=0.049

p=0.90

P=0.27

P=0.18

Retreatment

p=0.57

Stress-type symptoms
of urinary incontinence

p=0048

3-Day voiding diary

p=0.19

0%

Stress Test

Pad Test

Ll

Retreatment

L]

Stress-type Ul
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T
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Sling surgery for stress urinary incontinence in women:

a systematic review and metaanalysis

Megan O. Schimpf, MD; David D. Rahn, MD; Thomas L. Wheeler, MD, MSPH; Minita Patel, MD, MS;
Amanda B. White, MD; Francisco J. Orejuela, MD; Sherif A. El-Nashar, MBBCh, MS; Rebecca U. Margulies, MD;
Jonathan L. Gleason, MD; Sarit O. Aschkenazi, MD; Mamta M. Mamik, MD; Renée M. Ward, MD;
Ethan M. Balk, MD, MPH; Vivian W. Sung, MD, MPH; for the Society of Gynecologic Surgeons Systematic Review Group

Am J Obstet Gynecol 2014;210:

* RCTs, 1990 - 2013
* F/U 212 months

* Comparison:

Sling for SUI to another sling or Burch urethropexy

* Metaanalysis:

>3 RCTs compared same surgeries for same outcome

Citations retrieved from MEDLIME (1990 — April 12, 2013), Cochrane
Central Register of Controlled Trials (1st Quarter 2013)
(n=2,849)

Excluded (n=1,968)
-- Did not meet broad eligibility
criteria per title and abstract

Articles identified for full-text retrieval

Excluded {n=55)
== Not sling vs. sling or Burch*

-- Comparison of different surgeries,

not techniques
-- Sling not available in US
-- Follow-up <12 mo*
-- Not true randomization®

(n=881)
Excluded (n=50)
== Review articles
- Meeting abstracts
/ -- Mot English language
RCTs Non-RCTs (for AE outcomes)
[n=127 articles) (n =704 articles)
Excluded (n=665)
-- Too few patientst
- AEs not reported per
sling
Outcomes: RCTs
(=49 in 72 articles)® AEs: RCTs & Non-RCTs
10: MUS vs. Burch {n = 8&5; 46 RCTs, 39 non-RCTs)&
4: PVS vs, Burch 11: Burch#
5: PV5 vs, MUS 23 Minisling
21: Retropublic vs. Obturator MUS 40: Obturator
2: Retropubic vs. Retropubic MUS 18: Pubovaginal
2: Obturator vs. Obturator MUS 48: Retropubic
15: Minisling vs. Other




Metaanalysis for subjective cure: slings vs Burch urethropexy

Subjective Cure/Total
Study (Year) Intervention Comparator Follow-up,y OR (95% Cl) Intervention Comparator Quality
Retropubic I
Bai (2005) TvT Burch 1 -+ ; 0.94 (0.12, 7.08) 29/31 31/33 B
Paraiso (2004) ™vT Burch, lap 4 : —— 1.44 (0.49,4.27) 13/25 12/28 B
Persson (2002) VT Burch, lap 1 — 1.23(0.47,3.21) 21/37 16/31 B
TéFuez 2/Ia(r2t‘|‘)%gz)- VT Burch 1 —— : 0.78 (0.24,2.56) 14/23 16/24 8
ornés
Wang AC (2003)  TVT Burch 1.8 -4~ : 0.89(0.19,4.22) 45/49 38/41 B
Ward (2008) TvT Burch 2 + : 0.80(0.44, 1.46) 48/98 43/79 B
I
Retropubic (12 = 0%, Pye; = 0.94) <:>- 0.95 (0.63, 1.42) 170/263 156/236
I
Obturator :
Bandarian (2011) TOT Burch 3 : - > 3.25(0.77, 13.66) 28/31 23/31 C
Sivaslioglu (2007)  Safyre-TOT Burch 1 ; 1.12(0.37,3.35) 42/49 43/51 A
Bandarian (2011)  TOT Burch 1 - -+~ > 3.25(0.77,13.7) 28/31 23/31 c
I
Obturator (12 = 0%, Py = 0.38) --Io 1.99(0.94,4.19) 98/111 89/113
I
I 71.7% 70.2%
Retropubic or Obturator (12 = 0%, Pye, = 0.63) -‘- 1.12 (0.79, 1.60) 268/374 245/349
I I I | I |

0.1 0.2 0.5 1 2 5 10

Favors Burch Favors Intervention



Metaanalysis for objective cure: retropubic (retro) vs obturator midurethral slings

Objective Cure/Total
Study (Year) Intervention Comparator Follow-up,y OR (95% CI) Intervention Comparator Quality
Pad Test
Rinne (2008) ™T TVT-0 3 < | 0.80(0.29,2.21) 121/130 118/125 A
Ross (2009)* ™T TOT [out-to-in) 1 e : 0.79(0.38, 1.65)  67/87 68,84 B
El-Hefnawy (2010) TVT  TOT 1 ' & 3 3.40(0.59, 19.46) 17/19 15/21 =
Teo (2011)* VT TVT-0 1 f < 1.52 (0.75,3.06)  35/66 26/61 B
Richter (2010) ™T TOT i - L 0.87(0.31, 2.43) 283/201 285/292 A
Wang F (2010) ™VT TOT (out-to-in) 1 == 0.83(0.11,6.14)  38/40 46/48 A
Subtotal (12 = 0%, Pye, = 0.57) 1.07 (0.72, 1.59) 561/633 558/631
I
Stress Test :
Liapis (2006)* VT TVT-0 1 et 0.84(0.21,3.36)  41/46 39/43 C
Barber (2008)* VT TOT-Monarc 1 } e 1.77 (0.60, 5.24)  73/79 62/71 A
Rinne (2008)* ™T TVT-0 1 ' $ 1.57 (0.54, 4.55) 128/134 122/131 A
Wang W (2009)* TVT  TVT-0 1 L 0.97 (0.42,2.26) 103/115 106/118 B
Karateke (2009)* TVT TVT-0 i —— 1.22(0.48,3.13) 72/81 72/83 A
El-Hefnawy (2010)* TVT TOT 1 + - 3 3.00(0.28, 31.63) 18/19 18/21 C
Deffieux (2010)* TVT  TVT-0 1 7 i 0.49 (0.09, 2.74)  65/69 67/69 A
Wang ¥J (2011)* TVT  TVT-0 1 < 1.36(0.21,8.73)  30/32 33/36 B
Richter (2010)* VT  TOT 1 —_—— 1.34(0.86, 2.07) 248/291 237/292 A
Wang F (2010)* ™VT TOT (out-to-in) 1 % 1.27(0.20,7.98) 38/40 45/48 A
Subtotal (12 = 0%, Pye, = 0.96) -<i"_':,'> 1.25(0.96, 1.63) 816/906 801/912
I
Both Pad and Stress Tests ]
Krofta (2010)* ™T TVT-0 1 S 1.19(0.56, 2.51) 127/141 130/147 A
Scheiner (2012)*  TVT Monarc 1 Zos ] 0.80(0.19, 3.32) 58/65 31/34 B
Scheiner (2012)*  TVT TVT-0 1 & 1.00(0.27, 3.69)  58/65 33/37 B
Subtotal (12 = 0%, Pyes = 0.89) -=:> 1.07(0.59, 1.93) 243/271 194/218
Both Stress and UDS }
Zullo (2007)* ™T TVT-0 5 < : 0.93(0.33,2.60) 25/35 27/37 B
I
|
uDs i
Araco (2008)* ™VT TVT-0 1 | = 45.5(2.70,767) 108/108 83/100 B
Ballester (2012)* Retro TOT 4 - } 0.79(0.32, 1.92) 27/42 32/46 B
I
! 87.5% 85.0%
Overall (12 =0%, Py,, = 0.76) ‘ 1.18 (0.95, 1.47) 1382/1580 1296/1525
A I | | | I
NIT71" 0'WI NIR 02 05 1 2 5 10

Favors Obturator Favors Retropubic



Metaanalysis for subjective cure: retropubic vs obturator midurethral slings

Subjective Cure/Total

Study (Year) Intervention Comparator Follow-up, y OR (95% Cl) Intervention Comparator  Quality
I
Aniuliene (2009) TVT  TVT-O 1 ' 1.61 (0.85, 3.06) 97/114 117/150 c
I
I
Barber (2008) TVT  Monarc 1 <> t 0.86 (0.46, 1.62) 50/85 48/77 A
I
I
Deffieux (2010)  TVT  TVT-O 1 —— 1.38 (0.45, 4.20) 63/69 61/69 A
I
I
El-Hefnawy (2010) TVT  TOT 1 T 2 >?.3${0.3E~,153} 19/19 18/21 c
I
Freeman (2011) TVT  Monarc 1 & 1.12 (0.61, 2.05) 55/85 59/95 A
Krofta (2010} ™T TVT-0 1 + 1.16 (0.66, 2.01) 111/141 112/147 A
Liapis (20086) VT  TVT-O 1( : 0.03 (0.00, 0.55) 34/46 43/43 c
I
Porena (2007) TVT  ObTape 2.6 & ', 0.73 (0.35, 1.55) 50/70 58/75 B
Richter (2010) VT  TOT 1 —— 1.30(0.94, 1.81) 181/291 163/292 A
Ross (2009) TVT  TOT foutto-in) 1 €—— i 0.15(0.02,1.23) 88/95 85/86 B
I
Scheiner (2012)  TVT  Monarc 1 : —0— 1.53 (0.48, 4.83) 57/65 28/34 B
I
Scheiner (2012) TVT  TVT-O 1 : = 1.97 (0.67,5.77) 57/65 29/37 B
|
Teo (2011) ™V TVT-O 1 : o 1.52(0.75, 3.06) 35/66 26/61 B
74.1% 71.4%
Overall (12 = 28%, Pyg, = 0.17) 1.17 (0.91, 1.51) 897/1211 847/1187
[ I I | | |
0.1 0.2 0.5 2 5 10
Favors Obturator Favors Retropubic
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Metaanalysis for objective cure: traditional midurethral sling (MUS) vs minisling

Objective Cure/Total
Study (Year) Intervention Comparator Follow-up, y OR (95% Cl) Intervention Comparator Quality
Stress Test
1
I
Tommaselli (2010)* TVT-O TVT-Secur H 1 + 1 0.86 (0.26, 2.84) 31/38 31/37 B
I
1
Hinoul (2011)* TVT-0 TVT-Secur H 1 : B > 7.90(1.71, 36.6) 83/85 63/75 A
1
1
WangYJ (2011)*  TVT-O0 TVT-Secur H 1 — ) 5.26 (1.32, 21.0) 33/36 23/34 B
I
I
Masata (2012)* TVT-0 TVT-Secur H 2 | —— > 5.73(2.00, 16.4) 63/68 44/64 A
l
1
Masata (2012)* TVT-0 TVT-Secur U 2 T > 5.60 (1.96, 16.0) 63/68 45/65 A
1
1
Hota (2012)* VT-0 TVT-Secur H 1 — } 5.45 (1.22, 24.4) 20/23 11/20 A
1
1
' 92.1% 73.6%
Overall (12 = 39%, Pyt = 0.14) ‘ 4.16(2.15,8.05)  293/318  217/295
I | I I I
0.2 0.5 1 2 5 10
Favors Minisling Favors Obturator
Metaanalysis for subjective cure: traditional midurethral sling vs minisling
Subjective Cure/Total
Study (Year) Inter i Comparator Follow-up, y OR (95% Cl) Intervention Comparator Quality
Retropubic vs. Minisling
1
Andrada Hamer (2013) VT TVT-Secur H 1 ? + > 15.0(1.88, 119) 60/61 48/60 B
1
Barber (2012) VT TVT-Secur U 1 B CEE— : 1.22 (0.74, 2.00) 77/127 72/129 A
1
1
1
Obturator vs. Minisling 1
1
1
Hinoul (2011) TVT-O  TVT-Secur H i & : -~ 3.52(1.38, 8.99) 78/85 57/75 A
1
Masata (2012) TVT-O  TVT-Secur H 2 : -+ 3.41(1.31, 8.85) 61/68 46/64 A
I
|
Masata (2012) TVT-O  TVT-Secur U 2 " am) 2.39(0.90, 6.38) 61/68 51/65 A
1
1
Subtotal (12 = 0%, Pret = 0.83) —_ 3.08(1.77,5.35)  200/221 154/204
1
|
1
| 82.4% 69.7%
- Overall (12 = 61%, Pyet = 0.038) — e ——— - — 2.65(1.36,5.17) 337/409  274/393
AN [ | I | [
nl—['7||| n'wl FIJN 0.5 1 2 5 10 20

Favors Minisling Favors Intervention



A systematic review and meta-analysis

of single-incision mini-slings (MiniArc) versus
transobturator mid-urethral slings in surgical
management of female stress urinary

incontinence

Binbin Jiao, MD*®, Shicong Lai, MD®®, Xin Xu, MD? Meng Zhang, MD*°, Tongxiang Diao, PhD®“,
Guan Zhang, MD®®""

Jiao et al. Medicine (2018) 97:14 Study outcomes comparing MiniArc and Transobturator sling.
Sample size Heterogeneity (total)

Outcomes No. of studies  MiniArc  Transobturator X d A% P MD or RR (95% Cl) P (total)
Objective cure rate 4 393 443 0.14 3 0 99 0.98 (0.94, 1.03) 48
Subjective cure rate 4 276 276 0.61 3 0 .89 0.97 (0.91, 1.04) .38
Operation time 1 810 924 85.34 10 88 <.001 —6.12 (—8.61, —3.64) <.001
Blood loss 7 519 551 30.71 6 80 <.001 —16.67 (—26.29, —7.05) .0007
Urinary retention 6 418 512 0.54 5 0 99 0.70 (0.50, 0.98) .04
Repeat of continence Surgery 6 388 369 2.93 5 0 b 6 1.15 (0.46, 2.87) & 74
Bladder perforation 6 575 685 0.57 3 0 42 0.57 (0.20, 1.63) 29
Urinary tract infection 5 359 464 2.09 4 0 712 0.76 (0.39, 1.46) A
Postoperative groin pain 5 384 405 8.79 4 54 .07 0.42 (0.18, 0.98) .04
Vaginal mesh erosion 5 474 585 3.76 3 20 29 2.05 (0.87, 4.86) 10
Postoperative pain 3 98 97 34.39 2 94 <.001 -1.70 (-3.17, —0.23) .02
Hospitalization time 3 140 110 27.83 2 93 <.001 —~1.3 (—1.74, 0.86) <.001
De novo urgency 6 271 268 1.06 5 0 .96 0.64 (0.37, 1.11) 1
Sexual function 2 103 117 0.1 1 0 74 4.42 (0.5, 39.39) 18




Summary of comparative studies included in meta-analysis.

Intervention Sample size

Study Country Study period Study design LE Trial Control Trial Control
Tieu 2016 USA 2008-2011 RCT 2a MiniArc Transobturator 49 49
Schellart 2014 The Netherlands 2009-2011 RCT 2a MiniArc Transobturator 97 96
Foote 2014 Australia Not mention RCT 2a MiniArc Transobturator 25 25
Lee 2015 Australia 2009-2011 RCT 2a MiniArc Transobturator 112 113
Enzelsberger 2010 Germany Not mention RCT 2a MiniArc Transobturator 45 45
Oliveira 2011 Portugal 2008 RCT 2a MiniArc Transobturator 30 30
Castroviejo-Royo 2012 Spain 2005-2011 Retrospective cohort study MiniArc Transobturator 103 214
Tutolo 2016 Belgium 2003-2012 Retrospective cohort study MiniArc Transobturator 166 215
Lo 2014 China 2010-2011 Retrospective cohort study MiniArc Transobturator 85 55
Sun 2012 China 2010-2011 Retrospective cohort study MiniArc Transobturator 43 42
Wu 2016 China 2005-2014 Retrospective cohort study MiniArc Transobturator 54 68
De Ridder 2010 Belgium 2007-2008 Retrospective cohort study MiniArc Transobturator 75 56

5. Conclusions

This meta-analysis indicates that MiniArc is an effective method

treating SUL. When compared with transobturator slings, it not

only had a similar high cure rates, but also associated with lower

complications.| However, further larger, well-designed prospec-

tive RCTs with a larger patient series are required to confirm this
o o conclusion.




Study Country Study period Study design
@ Tieu 2016 USA 2008-2011 RCT

Schellart 2014 The Netherlands 2009-2011 RCT

Foote 2014 Australia Not mention RCT

Lee 2015 Australia 2009-2011 RCT

Enzelsberger 2010 Germany Not mention RCT

Oliveira 2011 Portugal 2008 RCT

Not blinded

Randomization ?
Heterogenicity

&
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TO (Monarc™)  SI (MiniArc™)  p value
group (n1=49)  group (n=49)
Age (years), mean =SD 48994 529+112 0.1
Body mass index (kg/m’), mean = SD 26.3+47 28459 0.05
Postmenopausal, 7 (%) 18 (37) 26 (53) 0.15
Parity, median (range) 2(0-4) 2(0-4) 034
Current smoker, n (%) 2(4) 4 (8) 0.7
Incontinence episodes per day, mean +SD 24+13 22+14 02
Pads per day, mean +SD 1.5+1.0 1.1:1.] 0.08
Voids per day, mean+SD 69+24 6622 0.5
Urgency, n (%) 28 (57) 29 (59) 1.0
Urodynamics
Maximal urethral closure pressure (cmH,0), mean=SD  77.7+243 853373 0.6
Valsalva leak point pressure (cmH>0), mean =SD 1055+43.6 1135374 034
Concomitant detrusor overactivity, n (%) 3(6) 2(4.7) 0.89
Overall preoperative POP stage, median (range) 3(1-4) 3(1-4) 04
Concomitant POP surgery, n (%) 34 (69) 29 (59) 0.7
Anterior colporrhaphy, n (%) 19 (39) 22 (45)




Study Country Study period Study design
Tieu 2016 USA 2008-2011 RCT
Schellart 2014 The Netherlands 2009-2011 RCT
Foote 2014 Australia Not mention RCT
Lee 2015 Australia 2009-2011 RCT
Enzelsberger 2010 Germany Not mention RCT
Oliveira 2011 Portugal 2008 RCT




Randomized controlled trial comparing single-incision mini-sling
and transobturator midurethral sling for the treatment of stress
urinary incontinence: 3-year follow-up results

Ophira

Ana L.G. Pascom MD({) | Lucyana M. Djehdian MD, PhD |

Maria A.T. Bortolini MD, PhD | Zsuzsanna LK. Jarmy-Di Bella MD, PhD |
Carlos A. Delroy MD, PhD | Jose T.N. Tamanini MD, PhD |

Rodrigo A. Castro MD, PhD

Department of Gynecology, Federal
University of Sido Paulo, Sdo Paulo, Brazil

Further SUI Surgery SI117%  TOT 4.9%
De novo urgency S112.2% TOT 4.9%

TABLE 2 Objective and subjective cure rates after 3 years of follow-up

~ Analysis SIMS TOT

Neurourology and Urodynamics. 2 e LU F

Per protocol (n = 82)

Objective cure 28/41 (68.3%) 37/41 (90.2%) 21.9 (7.8-36.1) 0.027
Subjective cure 28/41 (68.3%) 35/41 (85.4%) 17.1 (2.1-32.1) 0.115
Intent to treat* (n = 130)
Objective cure 28/69 (40.6%) 37/61 (60.7%) 20.1 (5.9-34.2) 0.035
Subjective cure 28/69 (40.6%) 35/61 (57.4%) 16.8 (2.5-31.0) 0.078
Intent to treat” (n = 130)
Objective cure 56/69 (81.2%) 57/61 (93.4%) 12.2 (2.9-21.6) 0.066
& Subjective cure 54/69 (78.3%) 53/61 (86.9%) 8.6 (2.2-19.5) 0.252
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Between surgeries (P)

Quality-of-life questionnaires  Preoperative (n =130) 12 mo® (n=120) 36 mo®” (n=82) Preoperative 12mo 36 mo
Ul-specific quality-of-life instrument scores
Avoidance and limiting behavior
SIMS 51.5+234 87.2+19.0 84.9+21.38 0.971 0.033 0.021
TOT 50.2+16.0 93.6 104 89.6 + 18.7
Psychosocial affect
SIMS 66.7 + 25.2 929 + 17.2 89.8 + 21.8 0.882 0.041 0.268
TOT 63.8 + 20.1 983 x 7.7 94.3 + 15.1
Social embarrassment
SIMS 42.1 + 23.7 83.9 £ 25.5 78.0 + 28.8 0.509 0.051 0.338
TOT 359 + 13.8 924 + 16.3 83.7 + 26.4
Urogenital distress inventory short form scores
SIMS 8.4 + 2.7 26 +33 39+4.2 0.087 <0.001  0.026
TOTE 92 £ 2,] 0.7 £:1.3 21%28

&
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31 RCTs:

* TVT-Secur
* MiniArc
(ﬁ() Cochrane + Ajust
= : * Needleless
1@ Library - Oohirs
Cochrane Database of Systematic Reviews * Tissue Fixation System
e CureMesh

Single-incision sling operations for urinary incontinence in

women (Review)

Nambiar A, Cody JD, Jeffery ST, Aluko P

Single-incision sling operations for urinary incontinence in women. &
Cochrane Database of Systematic Reviews 2017, Issue 7. Art. No.: CD008709. T ) M



Analysis 6.1. Comparison 6 Single-incision sling versus retropubic minimally invasive slings, Outcome |
Number of women with urinary incontinence.

Review: Single-incision sling operations for urinary incontinence in women

Comparison: 6 Single-incision sling versus retropubic minimally invasive slings

Outcome: | Number of women with unnary incontinence
Study or subgroup Single-incision slings Retropubic slings Risk Ratio Weight Risk Ratio
M- M-
H,Random 95% H,Random,95%
n/N n/iN Cl Cl
| Bottom-up approach
Abdebwahab 2010 SEC 230 329 — 10.8 % 064[0.12, 358]
Andrada Hamer 2012 SEC Vel 14/60 = 275% 2325[1.34, 377
Barber 2012 SEC 571129 500127 = 307 % .12 084, 1.50]
——  Basu 2010 ARC 19/38 3/33 —&— 174 % 550[ .79, 1694 ]
Wang 201 | SEC [1/34 2132 — 13.6 % 5.18[ 124, 2157]
Subtotal (95% CI) 292 281 - 100.0 % 2.08 [ 1.04, 4.14 ]
Total events: |21 (Single-incision slings), 72 (Retropubic slings)
Heterogeneity: Tau® = 0.38; Chi® = 15.96, df = 4 (P = 0.003); I* =75%
Test for overall effect: Z = 2.08 (P = 0.038)
Test for subgroup differences: Not applicable
001 0.1 | 10 100

favours Single-incision slings

favours retropubic slings
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Analysis 7.1. Comparison 7 Single-incision sling versus obturator minimally invasive slings, Outcome |
Number of women with urinary incontinence.

Review: Sogle-ncision sing operations for urinary incontinence in women
Comparson: 7 Single-incrsion sling versus obturator minimally invasive slings

Outcome: | Number of women with unnary incontinence

Total events: | 72 (Single-incision siing), 55 (Trans-obturator shng)
Heterogeneity: Che? = 11.39,df =9 (P = 025 I =21%
Test for overall effect: Z = 668 (P < 0.00001)

4 4 A 4

Study or subgroup Single-incision shng Trans-obturator sing Risk Ratio Weight Risk Ratio
/N n/N M-H Foced 95% CI M-H Fixed 95% O

| Insde-out TVTO
Banchi 2012 SEC 13/66 9/56 bl il 99 % 123 [ 057,265}
Friedman 2009 SEC 16/42 342 T 30% 533[ 168 1695]
Hinoul 201 | SEC 18/75 7/85 ~ 66 % 291 [129,.659]
Hota 2012 SEC 23/42 /44 e 40% 602[227.1595]
Mackantosh 2010 AJS 114 oi3 05 % 280[0.126320)
Masata 2012 SEC 46129 9/68 o Lo 19% 269(140,5.17)
Mostafa 2012 AJS 10/69 6/68 T 61% |.64[063,427)
Olveira 2011 ARC SEC 14/60 5/30 = i 68 % 1 40 [ 056,352 )
Seo 201 | SEC 20041 9/39 Eil 93% 211 [1.10,406 )
Wang 201 | SEC 11/34 336 30% 388(1.18.1273)]
Subtotal (95% CI) 572 481 ® 61.1 % 255 1.94,3.36 |

001 0l | 10

Favours Single-nciuon

100

Favours Trans-obturator

I
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Analysis 7.1. Comparison 7 Single-incision sling versus obturator minimally invasive slings, Outcome |
Number of women with urinary incontinence.

2 Qutside-in TOT

=P Djehdian 2010 OPH 5/29
== [nzelsberger 2010 ARC 8/45
Kim 2010 SEC 2/20

m— ee 2012 ARC 8/100
r— Sivaslioglu 2012 TFS 4/36
== Smith 201 | ARC 7124
—) YOON 20| | NDL 2/52
Subtotal (95% CI) 306

Total events: 36 (Single-incision sling), 38 (Trans-obturator sling)
Heterogeneity: Chi? = 4.22, df = 6 (P = 0.65); I* =0.0%

Test for overall effect: Z = 0.43 (P = 0.67)

Total (95% CI) 878

0/15 0.7 %
6/45 T 6.1 %
3120 T 30%
11/105 —r 109 %
8/36 — T 8.1 %
9/24 —r 9.1 %
/51 * 1.0 %
296 < 38.9 %

777 ©) 100.0 %

5.87 [ 0.35, 99.49 ]
133[050,353]
067 [0.12, 357 ]
0.76 [0.32, 1.82]
050[0.17, 1.51 ]
0.78 [0.35, 1.75 ]

196 [ 0.18, 2097 ]

0.91 [ 0.60, 1.39 ]

1.91 [ 1.53, 2.39 |

» &

0.01 0.1 | 10 100

Favours Single-incision Favours Trans-obturator

&



Clinical outcome of single-incision slings,
excluding TVT-Secur, vs standard slings in the
surgical management of stress incontinence: an
updated systematic review and meta-analysis

Aram Kim*, Min Seo Kim', Young-Jin Park*, Woo Suk Choi*(, Hyoung Keun Park*,
Sung Hyun Paick*, Myung-Soo Choo*() and Hyeong Gon Kim* (%

*Department of Urology. Konkuk University Medical Center, Konkuk University School of Medicine, ' College of
Medicine, Korea University, and ‘Department of Urology, Asan Medical Centre, Ulsan University College of Medicine,

Seoul, Korea

BJU Int 2019; 123: 566-584

29 RCTS:
* Mini-Arc
* Contasure-Needleless
*Ajust
*Ophira
*Tissue fixation system (TFS)
* Mixed / unidentifiable SIS
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Objective cure rate:
Subgroup analysis based on
the type of single-incision
mini-sling

A

2.4.1 Mini-arc vs SMUS

1.M Basu 2010(miniARC38 TVT33))/6mo
10. Rene P schellart 2017(miniarc71 TOT74)/36mo

11. Andrew Foote 2015(miniarc25 TOT(monarc)25)/6mo 21

13. Joseph K S Lee 2015(miniarc62 TOT57)/12mo

20. Aimee L Tieu 2017(miniarc4l TOT42)/12mo

27. Merali S 2012(miniarc18 TOT19)/12mo

28. | Lee 2016(miniarc72 TOT(monarc)72)/48mo
Subtotal (95% CI)

Total events

Heterogeneity: Chi® = 7.18, df = 6 (P = 0.30); I = 16%
Test for overall effect: Z = 1.69 (P =0.09)

2.4.2 Contasure-Needleless vs SMUS
12. Eva M Franco 2015(CDL131 TOT108)/avg54mo
18 Mohamed E Gaber 2016(CNL70 TOT70)/12mo

i F gonzalez 2017(CNL89 TOT96)/avg29mo
(95% CI)

Total events
Heterogeneity: Chi* = 0.17,df =2 (P = 0.92); F = 0%
Test for overall effect: Z = 1.78 (P = 0,07)

2.4.3 Ajust vs SMUS

14. Kalijn J Schweitzer 2015(Ajust87 TOT44)/12mo
19. Xin 2016(Ajust180 TOT(tvt-0)182)/1 2mo
21. Jordi Sabadell 2017(ajust30 TOT(align)28)/12mo
29. ] Masata(Ajust50 TOT(tvt-0)50)/24mo

5. Alyaa Mostafa 2012( Ajust69 TOT(tvt-0)68)/12mo
Subtotal (95% CI)

Total events

Heterogeneity: Chi* = 1.75, df = 4 (P = 0.78); ' = 0%
Test for overall effect: Z = 0.63 (P =053)

244 vs SMUS
17, Michaela Jurakova 2016(ophirad4 TOT46)/12mo
30. A.L. Pascom 2016(ophira69 TOT61)/36mo
7. Lucyana M Djehdian 2014(Ophiraé4 TOT56)/12mo
Subtotal (95% CI)
Ilo:t‘laogcnd Chi*=333,df=2(P=0.19),

> 2= Wdf = =0.19). FF = 40%
Tm(orova?ﬂdm:Z:l.ﬁS(P:OM)

2.4.5 TFS vs SMUS

4. Ahmet Akin Slvullodu 2012(TFS36 TOT36)/60mo
Subtotal (95% CI)

Total events

Heterogeneity: Not applicable

Test for overall effect: Z = 0.87 (P = 0.39)

2.4.6 SIS(mixed or not identifiable) vs SMUS

6. Gert Naumann 201 3 Ajust/minlarc?5 TVT75)/6m)
Subtotal (95% CI)

Total events

Heterogeneity: Not applicable

Test for overall effect: Z = 0.34 (P = 0.73)

Total (95% CI)
Total events

Heterogeneity: Chi® = 20.04, df = 19 (P = 0.39); I = 5%

Test for overall effect: Z = 254 (P = 0.01)

Test for subgroup differences: Chi¥ = 8.02, df = 5 (P = 0.16); I = 37.7%

SIMS SMUS Odds Ratio Odds Ratio
24 37 28 30 72% 0.13[0.03,064] ——
67 75 66 75 47% L14[042,3.14] —tr
25 23 25 24% 046[0.08,275] —
47 51 42 45 23% 084(0.18,397] . E—
29 41 33 42 63% 066[024,179] ——
18 18 17 19 03%529([024, 118.03] »
26 27 21 21 09% 0.41[0.02, 10.60]
274 257 241% 0.64[038,1.07] >
m 230
11 131 9 108 107% 0.69[0.32,149] — -
64 70 66 70 38% 065[0.17,240) s RS
72 89 85 96 104% 0.55(0.24,125] —
290 274 248% 063 [037,105] >
247 247
79 87 39 44 32% 127(0.39,4.13) —f—
175 180 172 182 32% 2.03[0.68, 6.08] —p——
27 29 27 28 13% 0.50[0.04, 585
44 50 42 48 34% 105[031,351)
5 6 51 62 67% 093[0.38, 226 o= A
415 364 177% 118 [0.70, 1.97] ->
381 331
W0 44 40 46 24% 1.50(039,572) e —
2869 37 61 155% 0.4 [022,090] ——
47 64 50 56 94% 033(0.12,091] Sm—p—
177 163 27.3% 0.50 [0.30, 0.83] -
15 127
30 36 27 3% 30% 167[052 530 = ey
36 36 30% 167052530 | EEe—
30 27
70 75 71 75 31% 0.79[0.20,3.06] ——
75 75 31% 079 (020, 3,06} | g
70 71
1267 1169 100.0% 073 [0.57, 0.93] *
1075 1033
001 0l 1 10
I FevoursSMUS | Favours SIMS

J
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B SIMS

SMUS

QOdds Ratio

QOdds Ratio

Study or Subgroup Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
2.6.1 SIMSvs TO-TVT

10. Rene P schellart 2017(miniarc71 TOT74)/36mo 67 75 66 75 6.3% 1.14 [0.42, 3.14]

11. Andrew Foote 2015(miniarc25 TOT(monarc)25)/6mo 21 25 23 25 2.1% 0.46 [0.08, 2.75]

12. Eva M Franco 2015(CDL131 TOT108)/avg54mo 111 131 96 108 10.5% 0.69 [0.32, 1.49]

13. Joseph K S Lee 2015(miniarc62 TOT57)/12mo 47 51 42 45 28% 0.84 [0.18, 3.97]

14. Kalijn ] Schweitzer 2015(Ajust87 TOT44)/12mo 79 87 39 4 47% 1.27 [0.39, 4.13]

17. Michaela Jurakova 2016(ophira44 TOT46)/12mo 40 44 40 46 3.7% 1.50 [0.39, 5.72]

18. Mohamed E Gaber 2016(CNL70 TOT70)/12mo 64 70 66 70  3.9% 0.65[0.17, 2.40]

19. Xing Xin 2016(Ajust180 TOT(tvt-0)182)/12mo 175 180 172 182 5.5% 2.03 [0.68, 6.08]

20. Aimee L Tieu 2017(miniarc41 TOT42)/12mo 29 41 33 42  6.5% 0.66 [0.24, 1.79]

21. Jordi Sabadell 2017 (ajust30 TOT(align)28)/12mo 27 29 27 28 1.1% 0.50 [0.04, 5.85]

23. Sergi F gonzalez 2017(CNL89 TOT96)/avg29mo 72 89 85 96 9.3% 0.55 [0.24, 1.25)

27. Merali S 2012(miniarc18 TOT19)/12mo 18 18 17 19 0.7% 5.29[0.24, 118.03] »
28. ] Lee 2016(miniarc72 TOT(monarc)72)/48mo 26: 27 21 21 0.7% 0.41[0.02, 10.60]

29. ] Masata(Ajust50 TOT(tvt-0)50)/24mo 4 50 42 48 45% 1.05 [0.31, 3.51]

30. A.L. Pascom 2016(ophira69 TOT61)/36mo 28 69 37 61 12.2% 0.44 [0.22, 0.90] e |

4.Ahmet Akin Sivaslioglu 2012(TFS36 TOT36)/60mo 30 36 27 36 49% 1.67 [0.52, 5.30]

5. Alyaa Mostafa 2012(Ajust69 TOT(tvt-0)68)/12mo 56 69 51 62 8.0% 0.93 [0.38, 2.26]

7. Lucyana M Djehdian 2014(Ophira64 TOT56)/12mo 47 64 50 56 6.3% 0.33 [0.12,0.91] D

Subtotal (95% (.J 1155 1064 93.7%  0.77 [0.59, 1.00] &

Total events 981 934

Heterogeneity: Tau® = 0.00; Chi® = 15.38, df = 17 (P = 0.57); I> = 0%

Test for overall effect: Z = 1.95 (P = 0.05)

2.6.2 SIMS vs RP-TVT

1.M Basu 2010(miniARC38 TVT33))/6mo 24 37 28 30 27% 0.13 [0.03, 0.64]

6. Gert Naumann 2013(Ajust/miniarc75 TVT75)/6m) 70 75 71 75  3.6% 0.79 [0.20, 3.06]

Subtotal (95% CI) 112 105 63%  0.34(0.06, 1.98] |

Total events 94 99

Heterogeneity: Tau? = 1.06; Chi® = 2.87, df = 1 (P = 0.09); I> = 65%

Test for overall effect: Z = 1.20 (P = 0.23)

Total (95% CI) 1267 1169 100.0% 0.74 [0.57, 0.97] £

Total events ; 1075 1033 . ) ) )
Heterogeneity: Tau? = 0.02; Chi? = 20.04, df = 19 (P = 0.39); I’ = 5% 0.01 ol " 10 100
Test for overall effect: Z = 2.22 (P = 0.03)

Test for subgroup differences: Chi? = 0.82, df = 1 (P = 0.37); I> = 0% [ Favours SMUS | Favours SIMS




¢ SIMS SMUS Odds Ratio
or i M-H. Fi 95% Cl
10. Rene P schellart 2017(miniarc71 TOT74)/36mo 67 75 66 75 10.4% 1.14[0.42, 3.14]

Odds Ratio
M-H, Fi 95% CI

12. Eva M Franco 2015(CDL131 TOT108)/avg54mo 111 131 96 108 23.7% 0.69[0.32, 1.49] —
23. Sergi F gonzalez 2017(CNL89 TOT96)/avg29mo 72 89 85 96 23.0% 0.55]0.24,1.25] —_—
28. ] Lee 2016(miniarc72 TOT(monarc)72)/48mo 26 27 21 21  1.9% 0.41(0.02, 10.60]
30. A.L. Pascom 2016(ophira69 TOT61)/36mo 28 69 37 61 34.4% 0.44[0.22,0.90] =
4. Ahmet Akin Sivaslioglu 2012(TFS36 TOT36)/60mo 30 36 27 36 6.6% 1.67][0.52,5.30] B
Total (95% CI) 427 397 100.0% 0.68 [0.47,0.99] s 4
Ilt:aml Crenc Chi? di=5(P ); 12 = 2
terogeneity: Chi* = 5.10, df = 5 (P = 0.40); I° = 2% ' : ' .
Test for overall effect: Z = 2.04 (P = 0.04) .08 FamuiISMU . ! Famu‘rf - 100
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Single-Incision Mini-Slings: Obturator
Complex Pull-Out-Force Measurements

Florian Lenz?® Sara Doll® Christof Sohn¢ Kerstin A. Brocker©

aDepartment of Obstetrics and Gynecology, St. Marien- and St. Annastiftskrankenhaus, Ludwigshafen, PInstitute
of Anatomy and Cell Biology, and “Department of Obstetrics and Gynecology, Medical School, University of
Heidelberg, Heidelberg, Germany

Gynecol Obstet Invest 2016
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Guideline of guidelines: urinary incontinence in
women

Table 7 Surgical tfreatment for SUL.

Recommendation ACOG AUA/SUFU SUI EAU ICI NICE
Inform women that any vaginal surgery has an impact on sexual function, which is generally positive .
Open or laparoscopic colposuspension technique as option for women with SUI . . . . .
Inform women undergoing colposuspension of longer operation time, hospital stay, .

recovery, and risk of POP and voiding dysfunction postoperatively
MUS as option for treatment of uncomplicated SUI . . . . .
TMUS and RMUS have equivalent cure rates . .
Do not offer TMUS unless there are specific clinical circumstances that retropubic space should be avoided .
Do not use ‘top-down’ RMUS outside of a clinical trial $
Do not use single-incision slings outside of a clinical trial .
Single-incision slings may be offered, but patients should be warned about lack of long-term data . . . .
Counsel women undergoing periurethral bulking about need for repeat injections . . .
Do not recommend periurethral bulking agents to women seeking a permanent cure for SUI .
May offer prophylactic anti-UI procedure at the time of POP repair after informed decision making . . .
Do not offer anti-UI procedure at the time of POP repair in continent women . .
AUS as an option for women with complicated SUI with warning of high complication and mechanical .

failure rate
Do not offer AUS to women with SUI unless prior surgery has failed .
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Mid-urethral sling operations for stress urinary incontinence

in women

Abigail A Ford', Lynne Rogersonz, June D Codya, Joseph Ogah4

!Obstetrics and Gynaecology, Bradford Royal Infirmary, Bradford, UK. ?Gynaecology Department, St James University Hospital,
Leeds, UK. >Cochrane Incontinence Review Group, University of Aberdeen, Foresterhill, UK. *University Hospitals of Morecambe

Bay NHS Foundation Trust, Cumbria, UK

Cochrane Database of Systematic Reviews 2015, Issue 7. Art. No.: CD006375.

)

THE COCHRANE
COLLABORATION®

Participants (studies)

Retropubic tapes

Transobturator tapes

Relative effect (95% Cl)

Bladder / Urethral perforation
Voiding dysfunction (<5y)

De-novo urgency / urg. incont (<1y)
Groin pain

Suprapubic pain

Vaginal tape erosion

Repeat incontinence surgery (<1y)

Repeat incontinence surgery (>5y)

6372 (40 RCTs)
6217 (37 RCTs)
4923 (31 RCTs)
3226 (18 RCTs)
1105 (4 RCTs)
4743 (31 RCTs)
1402 (9 RCTs)

695 (4 RCTs)

4.9%

7.2%

8.2%

1.4%

2.9%

2.0%

1.9%

1.1%

0.6%

3.8%

8.0%

6.6%

0.8%

2.2%

3.1%

10.0%

RR 0.13 (0.08 to 0.20)
RR 0.53 (0.43 to 0.65)
RR 0.98 (0.82 to 1.17)
RR 4.62 (3.09 to 6.92)
RR 0.29 (0.11 to 0.78)
RR 1.13 (0.78 to 1.65)
RR 1.64 (0.85 to 3.16)

RR 8.79 (3.36 to 23.00)




