]

& >
25

1

HIEUY Bl

CIIXJY Z22(Ajust) vs 7IE SRQTAL: 674 JOW 23

HH(Ref ID)

1(2117), 2(2118)

1XMXHETAT) Mostafa(2012), Mostafa(2013)
a9 HIZEAH AR
Adequate sequence =2
i Lo
?Sij;ﬁﬁ%,w A4) EE;W —-Randomisation was stratified by centre using number
T o =25= . . .
0o allocation software: allocation to each group was
Allocation concealment 0 o performed via telephone randomisation.
(™ z=A 2) - %ijg
-Blinding of women was not possible as only the Ajust]
Blindina of particioants procedure (study arm) was done under LA.
gorp P OS2 -Women were reminded not to discuss their type of
and p(_ersonnel - | O=8 procedure/anaesthesia with the follow-up clinician at any
(S ROIRL, HEXLOf CHEE B =5 stage.
= - =/ % SfX| ARUCLE, 2 =2 QI5H HISHHEO| QU0 ‘2t
)\I E |.
Blinding of outcome H =S -The follow-up, however, was performed by an
assessment O=2 independent researcher who was blinded to the type of
(Zapmoto) st =712) O & procedure performed.
Incomplete outcome m e -A total of 137 women were randomized, SIMS-Ajust
data agdressed . Zo (n=69) vs TVT-0 (n=68) during the study period;
= b S -6 women who were “lost to follow-up” were in the TVT-O
(S5t ZHR=) 0= group
-The primary outcome at 1 year was the patient-reported
Free of selective m e success (defined as “very much improved” or “much

reporting
(Mt H)

improved” on the PGI-I).

-Secondary outcome measures were peri—operative
morbidity, hospital stay, time to return to normal
activities/work,

Other bias : Funding
(3 2 HIE)

—This study was funded by a Henry Smith Charity.
- S3ME




SH(Ref ID) 3(2710)
1XXHESHAE) Schweitzer(2015)
39 HIZEHH At
Adequate sequence ==
enerati ==
(gﬂr;?.?rjll:llﬁgl-ﬁ\-kl ) ggiw -The research nurse performed central telephone
T SETEee = o randomization with sequentially numbered, opaque,
Allocation concealment 0 o sealed envelopes.
(HE2A 2H) 025
o . -Blinding of women was secured by not informing them on
Bllgdlng of palrt|0|pants H =3 the randomization result before the procedure until 6
and personne i Za . "
(ST RIGIKE GIXIOY CH3 U=s weeks postoperatively and by the additional use of two
_._"_‘7@) T= Sl o= small (2-mm) sham ‘incisions” in the groin at the skin exit
=H point,
Blinding of outcome O3
assessment O0=2 A
(B0 oSt =713) H =3
—-randomized (100 for an adjustable single-incision sling
and 56 for a transobturator sling).
—Early in the study, eight women, four in the adjustable
Incomplete outcome mLe single—incision sling group and four in the transobturator
data agdressed 0 Zo sling group, refrained from surgery shortly after
2= 251 IR = aAl randomization. _ _
(ES3 20K1=) H=== -Of the women in the study who received surgery 95.8%
(92/96) of the adjustable single-incision sling group and
94.1% (48/51) of the transobturator sling group attended
the 12-month follow-up visit, ~ (Fig. 2).
Free of selective == -Objective and subjective efficacy and complications and
reporting O=3 time of return to normal daily activities were secondary
(MEdX] 5 ) O =84 outcomes
LIS
Other bias : Funding E;g Supported by a research grant from C.R. Bard Inc.,

(a o HIEF)

0 ==t

Covington, Georgia.
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HH(Ref ID)

4(1996), 5(2932)

1IN S HAT) Masata(2016), Svabik(2019)
39 HIZE S At
=y
g\sr?g;i;csnsequence Egé —For rahdqmization, pieces of paper showing the
(D19 HIRAA AA) 0] 25l randomization _allocation prepared by an external
= = Lo statistician and marked from 1 to 100 were placed in
Allocation concealment Dig sealed envelopes which were put in a box and opened
HiE&A 21) 0 %;Vé' sequentially from the first one (marked 1).
aBrl:g%z?SgLrp:glrtlupants O -The patients were not blinded. o o
- = | O=2 - =712 ofX| EUCLE, QA =2 Q15 HSHH0| AN ==t
(AL HOIX, R ot | 2 25, e,
_|II_7|_%|) === = o
Blinding of outcome O%=2
assessment O=2 A
(Borg7tol| o3t =7+ B =S
-A total of 100 women with proven SUI (all Caucasians)
were randomized, 50 in the TVT-O group and 50 in the
Lo Ajust group.
Lr;(;grgg(ljer‘;ig:(‘scome E_L:%E -To desc_ribe outcome  at different time poir_wts the last
(E=25 ZAXR) [ 2544l observation carried forward (LOCF) imputation method
Fowo = =5 was used.
—-For missing data, intention—to—treat analysis was also
performed.
-The study was only intended to establish differences in
Free of selective == objective and subjective cure rates~
reporting O=2 -Secondary outcomes were postoperative pain profile
(MEHX EHT) O =4 obtained using a 100-point VAS~
—Any perioperative complications were monitored.
LS
Other bias : Funding Ejg -This work was supported by the Grant Agency of the

(3 o HIE)

0 ==t

Ministry of Health of the Czech Republic




HtH(Ref ID) 6(3189)
1 HAHS BAL) Xin(2016)
i Ale

Adequate sequence
generation
(F2H HiEEM H4Y)

Allocation concealment
(HEE=N 21)

-The patients were simply randomized using table of
random numbers,

Blinding of participants
and personnel
(7 RO, HTERfO)| Tt

=71)

e
AEelS

Blinding of outcome
assessment
(B0 oSt =713)

—Scale filling and VAS measurement were conducted by
trained professionals, and they were blinded to the
surgical approaches.

Incomplete outcome
data addressed
(E5E8 ZUXIR)

-Ajust(N = 184) and TVT-OTM (N = 184) procedures
-12months: Ajust(N = 180) and TVT-OTM (N = 182)
procedures

Free of selective
reporting
(MEi® H)

-The primary endpoint was the subjective cure~

-The secondary endpoints were as follows: Objective cure
(negative stress test: If there is no leakage of urine during
the involuntary cough, the test is negative, indicating an
objective cure.) at 12 months after surgery; PVRV at 24 h
after surgery; VAS scores at 1 day, 1, 2, and 4 weeks after
surgery; and surgery data and perioperative complications.

Other bias : Funding
(3 2 HIE)
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HH(Ref ID)

7(2627), 8(397)

1MIHESHAL)

Rudnicki(2017), Alexandridis(2019)

CE

AL

Adequate sequence
generation

—All women were randomized in blocks of 25 corresponding

(D19 HIRAA AA) 0] 25l ‘;().ﬁach center by a computer—generated list in a ratio of
Lto :
Allocation concealment Eig —-Randomization was done using sealed non-transparent
o oo
(B EaA 2H) O =54 envelopes.
Blinding of participants Oue
and personnel O oo
(87 FOIRE, Hxtofl Chst - S5l
=71) ="c -olgeis
Blinding of outcome O%=2
assessment O0=2
(B0 oSt =713) B =S
Incomplete outcome m S -In total, 305 women fulfilled the inclusion criteria~
data agdressed . Zo -Of these, 14 (9%) women did not participate in one-year
(E225t ZTKD) 0 %ijgl follow up in the Ajust group compared with 11 (7%) in the
SMUS group
—-objective cure defined as a negative stress test, and
Free of selective == subjective cure defined as zero incontinence episodes on
reporting O=3 the ICIQ-UI-SF.
(MEHX EHT) O == -The secondary outcomes were pain perception (VAS
score) and complications incurred at one-year follow up.
LIS
Other bias : Funding E;g -The Nordic Federation of Obstetrics and Gynecology
oo

(3 o HIEY

0 ==t

Research Fund funded the study. Grant No. NF12013.




SH(Ref ID) 9(2642)

1XXHESHAE) Sabadell(2017)

39 HIZEHH At

Adequate sequence m=S -A block randomization procedure stratified by centre was
generation O ?1:% carried out by an external institution using a random
(FE9] ™A 44Y) O == number generator program.

Al . m =S -The randomization sequence was concealed with the use
ocation concealment oo f el bered |
HHEAA 2T) O0sS of consecutively numbered, opaque and sealed

= O E5t4 envelopes.
aBrl:g%g?Sgi]Eglr‘tICIpants O —Patients were not blinded to the procedure.
(%17 RIGIRL, ITLR}O) CHH O=s - =712 ofX| EUCLE, QA =2 Q15 HSHH0| AN ==t
._"HEJ)':' = S EEE o2 "t
—/TIa
Blinding of outcome O%=2
assessment O0=2 A
(FYT7ol st =7k) | W=
Lt
ljr;(i:r’;lgtljer’éiso:(’;come Ef:; —During the 1-year follow-up period, no losses of patients
oo
(25E5 2uX=) 0 2s oceurred.
—Postoperative outcome was classified according to mixed
. Lio objective and subjective criteria.
Ir:erggr?;zelectlve E;g -Women also completed the Sandvik and ICIQ-SF
oo H H
by 1 year after surgery. De novo urgency was
MENE| H T N q_uestlonnawes y
(|_—|—1 ) === d|agnosed~
—Postoperative complications are summarized in Table 5.
LIS _ H .
Other bias : Funding Il == _Th;s vvorklwelns .suprp:orted by a grant from Palex l\/|e<_j|ca|. .
(2 9 H=Y H=cs PalexMedical is the local distributor of Bard slings in
=5 O ==t Spain.




31

2. BT £2(TVT-Secur) vs 7|= FEQTEE! 137 S7(18H =29

At (Ref ID) 10(Z7D)
1XMXHETAT) Abdelwahab(2010)
a9 HIZEAH AR
Adequate sequence OXs
generation O=s
[=]py J¥e) A HSEAL
(R HEEM 4d) o iie -Patients were randomly divided into 2 equal groups.
Allocation concealment g Zo
(Hi™z=A 2) - %g}%.
Blinding of participants Oue
and pgrsonnel g
(7 RO, HTERfO)| Tt - %iw
=718) = -A=8s
Blinding of outcome OXs
assessment O=s
(ZdhEotol st =71 ==
Incomplete outcome OXs
data addressed O=s -A=8s
(E5E8 ZUXIR) ==
-There was no significant difference between groups as
Free of selective =S regards cure rate
reporting O=3 -Table 2. The operative time, intra—operative bleeding,
(MEHE &7) == duration of catheterization and hospital stay in the groups
—Table 3. Postoperative complications in both groups
o
Other bias : Funding g ;g _ojzgie

(3 o HIEY

m=s=




HH(Ref ID)

11(3009)

1MXHELAT)

Tommaselli(2010)

CE

AL

Adequate sequence
generation
(F2H HiEEM H4Y)

Allocation concealment

HiFEA 2H)

—following a randomization list generated by a computer,
assigning a number to the patients.

Blinding of participants

and personnel

(P FOIXE, ALRIOf CHE

=71)

—-the surgeon was obviously not blinded to the device to be
used. Patients were left blinded to the devices used until
the end of the procedure.

Blinding of outcome
assessment

(ZZrE7H0] TSt =7H)

—_{Zoie
OI_"!:I%"AI:I

Incomplete outcome

data addressed
(ESE5 2iX=)

-with a drop-out rate of 9.5% in the TVT-O group and
11.9% in the TVT-Secur group.

Free of selective
reporting
(MEN 5)

—Primary outcome was the objective cure rate of SUI.

-Secondary outcomes were duration of the procedure,
duration of hospitalization, postoperative and midterm
complications, including blood loss and PVR, subjective
pain level, and satisfaction level of the subjects involved in
the study.

Other bias : Funding
(@ < HEd

-Giovanni A. Tommaselli and Carmine Nappi accepted paid
travel expenses by Gynecare.
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HH(Ref ID)

12(429), 13(428)

1HAHETAHE) Andrada Hamer(2011), Andrada Hamer(2013)

39 HIZE S At

Adequate sequence == —For randomization, an equal proportion of assignments for

generation O=3 TVT or TVT-Secur was mixed and placed in opaque

(2] i =2M M) O == envelopes which were then sealed, mixed again,
numbered, and kept at a central study secretariat also

) H =S keeping a central study log.
,(’-l\jlrllg)gc_za)';tﬁrglt[:lgcealment 0= —-Each patient was assigned a research file containing all
= e == study protocols, individually marked with the given study
number.

Blinding of participants m S -the results of the randomization in a sealed envelope

and personnel 0 Zo immediately after surgery and by instructing the patient

(17 Zo4A}, HRXLOf i3t 0 E;‘w not to reveal the operative technique at any subsequent

=71 =5s follow-up.

— oS

Blinding of outcome u _L’:_E —-The evaluator blinding was achieved by placing the

assessment == = -

(@I st =71) 0 2&kl patient’s operative file
-A total of 133 women were randomized (TVIT n=69
TVTSecur n=64)~.

-Of these women, four were excluded due to protocol

Incomplete outcome =S violations and another four declined surgery after

data addressed O=2 randomization due to personal reasons.

(328 ZUxE) O 25 -Of 125 women remaining in the study, two were
unavailable for the telephone follow-up, leaving 123
women (TVT n=62, TVT-Secur n=61) for analysis of
2-month follow-up data.

Free of selective | = -Table 2 Subjective cure of stress incontinence symptoms

reporting O=3 -Three major complications occurred, all following the

(MEdX] 5 ) O 284 TVT-Secur procedure.

LIS
Other bias : Funding E—L:%E —This study has been performed with economical support

(@ 2 HIE3)

0=t

from Gynecare Scandinavia.




HH(Ref ID) 14(1349)
1XXHSHAT) Hinoul(2011)
a9 HIZEAH AR
A n 2 . . .
g(eiggrtijst;tsnseque ce E_ff_g —Patients were assigned to surgical treatment by balanced
(2R HIRAM AJA) 0] 234l _nonrestrlcted randomization after providing written
0o informed consent.
Allocation concealment O oo -Block randomization was done at each participating center
(HIHEA 21) e using a computerized random number generator.
[ | E%‘I'E
Blinding of participants oue _\?vlg;dlggt()f (I)r;\é(i%bslgqastizrcsea?d pranegts to grOLljtp dall_ocatf_n
| <= not possible procedure resulted in skin
and personne =y hile the oth 1
(I HOIXE, KRGO T3t U= wounds while the other was exit free.
ey S EEE - =712 ofK| EUCLE, QA =2 Q15 HSHH0| AN ==t
Blinding of outcome O%=2
assessment O=2 A
(B0 oSt =713) B =S
-To verify whether the dropout rate could have influenced
Lio our results we compared preoperative, operative and
ljr;(i:r’;lgtljer’éiso:(’;come E oo 6-week postoperative statistics in respondents and
o o |
o= 5} ALK S5pAl nonrespondents. . _
(ES= 2Kz === -No statistically significant or clinically relevant differences
were found.
—The primary outcome measure was the SUI objective cure
Free of selective == rate~
reporting O=2 -Secondary outcome measures were perioperative
(MEHX EHT) O == morbidity, pain VAS scores, validated assessment of ADL
—Table 2. Perioperative data and adverse events
o : O3
ghglré)llisai)Fundlng H=s -Supported by a grant from Ethicon
=8 O ==

10
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HH(Ref ID)

15(3123)

15 XHESTAT) Wang (2011)
39 HIZEHH At
Adequate sequence ==
i Lo
(gﬂeg?_?rjlt;ﬁ;—#kl ) gﬁ;w —Patients were assigned to either procedure by random
TSR e = = allocation  (computer-generated), and allocation was
Allocation concealment 0 oo concealed using opaque sealed envelopes.
CEEAE) 05
Blinding of participants Oue
and pgrsonnel _|Ose —ojz9ie
(87 FOIRE, Hxtofl Chst m=E
=71) ="c
Blinding of outcome O%=2
assessment O0=2 A
(B0 oSt =713) B =S
Incomplete outcome | = ~-From October 2008 to December 2009, 102 women
data addressed O=2 participated in this study and completed 1-year follow-up
(E5E8 ZUXIR) O =84 (dropout rate of 5.6%).
Free of selective mLe —The surgical time and intra—operative and post-operative
reporting 0 Zo complications were recorded for each patient.
=0 —~thereafter, and each visit included subjective and
MENE HT I 5tAl letedtiet, .
(L% E) === objective evaluations.
Other bias : : O%=2
er bias : Funding O=o _oj=oio
(29 uiE i Hie
==

1



HH(Ref ID)

16(547)

1IN S HAT) Barber(2012)
39 HIZE S At
Adequate sequence | s -Using computer—-generated random allocation  with
generation O=s randomly permutated block, individuals were randomized
(A9 HEEM ) O == to TVT or mini-sling (1:1).
Allocation concealment [ ] L,—J% —-Consecutively numbered, sealed, opaque envelopes were
(EEAA 2I) O ?:%;a used to conceal the group assignment before
== O ==k randomization.
Blinding of participants =3 -To maintain masking, two small, 1-cm, sham, partial
and personnel O=o thickn Kin_ incisi de in th b
(47 ROIX}, HTRIO| Ch3H 55 ckness _skin_incisions were made in the suprapubic
=71a) O =%t region in those individuals enrolled in the mini-sling arm
—~both the individual and research staff performing
Blinding of outcome =S postoperative evaluations were blinded to treatment
assessment O=2 assignment throughout the course of the study
(Zotmoto) st =713 O =8 -A research nurse at each site who remained blinded to the
surgical treatment perform all assessments
—-Two hundred forty—seven individuals (94%) completed at
Incomplete outcome m=S least 12 months
data addressed O=2 -Twelve individuals (8.8%) assigned mini-sling had
(ESE5 2iX=) O =8 technical difficulties In six of these cases, the surgeon
was unable to obtain the requisite sling tension
—The primary outcome for this study was subjective cure~
Free of selective == -Other secondary outcomes evaluated included short—term
reporting O=s (less than 6 weeks) and long-term complications,
(MEYE &7) 0O == postoperative pain and activity, change in symptom bother
and, guality of life~
LIS
Other bias : Funding E;g —-Funded by a grant from the Foundation for Female Health
@ 9 =8 =2 Awareness
==

12
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¢itH(Ref ID) 17(1376)
1XMIHEHAST) Hota(2012)
g9 AR

Adequate sequence
generation
(F2H HiEEM H4Y)

Allocation concealment
(HEE=N 21)

-Women were randomized in a 1:1 allocation to TVT-S or
TVT-0.

—-Each surgery assignment was kept in a sequentially
numbered, opaque, and sealed envelope before the day of
surgery

Blinding of participants
and personnel
(7 RO, HTERfO)| Tt

=71)

Blinding of outcome
assessment
(B0l gt =713

-The surgeon was not aware of the assigned procedure
until_the morning of surgery when the envelope was
opened.

—Patients _were _not blinded to the procedure
postoperatively as they were made aware of differences
in the procedure preoperatively; specifically, the presence
of skin incisions in the medial thigh with the TVT-0 and
absence of them with the TVT-S.

-The patients, the surgeons, and the medical assistant who
performed the postoperative testing were not blinded to
the type of surgical procedure.

- =712 ofA| EUACLE QutH =2 215t HBHEH0| AN ==
A= Ht

Incomplete outcome
data addressed
(328 ZUxE)

-Forty-three women were randomized to TVT-S and 44 to
TVT-0. One woman in the TVT-S group was excluded
before the procedure was performed because it was
determined that she did not meet the inclusion criteria,
leaving a total of 42 women in the TVT-S group.

Free of selective
reporting
(Metx 5)

-The primary end point was objective failure~

-Secondary end points included PFDI-20, PFIQ-7,
postoperative pain, PVR, mesh erosion or exposure,
intraoperative estimated blood loss (EBL), length of
procedure (time in minutes), and postoperative pain scale
(verbal analog scale)

—Additional secondary outcomes included need for sling
revision, length of postoperative catheterization, and need
for a second anti—incontinence procedure.

Other bias : Funding
(@ < HEd

—Financial support for this study was obtained from Ethicon
Women’s Health & Urology, a division of Ethicon, Inc, a
Johnson & Johnson Company, as an investigator—initiated
study.




HH(Ref ID)

18(1995)

1XXHESHAE) Masata(2012)
39 HIZE S At
LIS
g\sr?g;i;csnsequence ggé -We determined the randomizgtion sequence for assigning
(D19 HIRAA AA) B =5 women to the three intervention groups~ _
e -We implemented randomization by placing pieces of
Allocation concealment ng paper containing the randomization allocation in sealed
(HIHEA 21) 0 %i‘:’w envelopes which were arranged for sequential opening.
aBrl:giIg?SgLrp:glrtICIpantS O L;'J% —Tl_he patients were not blinded. R o .
(%17 RIGIRL, ITLR}O) CHH O _L:'[:;E _T'__’7|'E:|'|% OfX| EUCL, UMY =2 Qloh MetH0| N 2=t
’ S EEE A2 "t
=/t <
Blinding of outcome O%=2
assessment O=2 A
(Borg7tol| o3t =7+ B =S
-Objective and subjective efficacy were evaluated using
the Last Failure Carried Forward (LFCF) analysis~
Lio -To describe outcome in different time points, the Last
Lr;(;(;rgg(ljer‘;i::(‘;come E_L:rfé Observa’([jion Carried Forward (LOCF) imputation method
Smiis oo was used.
(ES3 20K1=) De=d -We did not have 100% data from all planned controls (for
example, the dropout rate at the 3-month control was
4.5%).
-The objective cure was defined as~
Free of selective m =S -Subjective cure was defined as~ICIQ-Ul SH ~
reporting O0=3 —-Any perioperative complications were monitored.
(MEHX EHT) O == —Postoperative data were analyzed, including early
postoperative complications~
- : =2 :
Other bias : Funding O=o -This work was supported by the Grant Agency of the
@ 9 =8 0 %s;g' Ministry of Health of the Czech Republic

14
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HH(Ref ID)

19(610), 20(611)

1MIHESHAL) Bianchi-Ferraro(2013), Bianchi-Ferraro(2014)
39 HIZE S At
Adequate sequence ==
generation O=2 -Randomization was achieved using a computerized
(FE9] ™A 44Y) O=s4 random number generated at the moment of inclusion by
Allocation concealment ORS a nonphysician blinded to women'’s history and with no
TN © O=ss contact with the patients.
Blinding of participants Oue —The surgeon was only aware of the allocation group in the
and personnel O oo operating room immediately prior to the procedure.
(7 RO, HTERfO)| Tt - %gw /12 ofX| YUCLE, A =2 Qe HgHH0| o ‘=5
=/t = o'= Hot
Blinding of outcome O%=2
assessment O=2 A
(B0 oSt =713) B =S
Incomplete outcome ==
data addressed O=s ~follow-up loss: TVT-0(n=2): TVT-S(n=3)
(2328 Z2UAE) O ==
-The main study outcomes were to determine the
Free of selective == objective and subjective cure of SUI 1 year after surgery.
reporting O=2 -The presence of complications, such as urinary tract
(MEYE &7) O == infection, tape exposure, and de novo urgency, were
evaluated throughout the follow-up period.
Other bias : Funding W =5 N
e O=2 —-Funded by Federal University of Sdo Paulo

(@ < HEd oS

O ==

15



HH(Ref ID)

21(3001), 22(3003)

15 XHESTAT) Tommaselli(2013), Tommaselli(2015)
39 HIZE S At
Adequate sequence m=S -One hundred fifty—four patients were randomized into 2
generation O=2 groups in a 1:1 ratio by use of a randomization list
(2] i =2M M) 0O =4 generated by a computer with blocks of 6.
-The allocation sequence was concealed from the
m oS researchers (C.F. and A.F.), who enrolled and assessed
Allocation concealment ng the participants and attached a sequentially numbered.
(HI™EA 2H) 0 E;‘w opaque, sealed, and stapled envelope containing the
=5 allocated treatment to the clinical record of the patient
after having signed the informed consent.
Blinding of participants m S —Patients were blinded to the procedure until the end of
and personnel . Zo the study
(S ROIRL, HEXLOf CHEE 0 S5l - AREOXE =7tHE oI, A == QIS HSHH0| U
ndi) ="c 0f ‘*g'O= Wy}
Blinding of outcome O%=2
assessment O=2 A
(B0 oSt =713) B =S
Incomplete outcome =S —Eleven patients in the TVT-0O group and 13 patients in the
data addressed O=2 TVT-Secur group were excluded from the study (Fig. 1).
(BEsESH Z2AXIE) O=sA —Analysis was carried out on an intention—to treat basis.
—-The primary endpoint was the objective cure rate as
Free of selective mue evalu_ated with CST, with cure rate defined as no presence
reporting N=e of urinary Ieakage_.
(Mt 5 0 2&kl —Secorjdary endpoints were the rate of CL_Jred (no leakages)
and improved (.50% reduction of urine loss) |-QOL
PISQ-12, and PGI-S scores and the complication rate.
LIS
Other bias : Funding Ef:; -The study was self-funded and did not receive any
@ 2 HE3) O %ipé, sponsorship or funds from any third party.

16
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GtH(Ref ID) 23(1997)
1IN S HAT) Maslow(2014)
39 HIZE S At
Adequate sequence | s -Block randomization was by a computer generated
generation O=2 random number list prepared by an investigator with no
(RE HiIEEM 4A) O ==t clinical involvement in the trial.
Allocation concealment [ ] L,—J% -The allocation sequence was cencealed _ from the
(EZAA SH) O _LIE;E researchers enrolling and assessing participants in
O 28 sequentially numbered, opague sealed envelopes
Blinding of participants Oue
and personnel g oo _ojZoio
(7 RO, HTERfO)| Tt - S5l mEe
E718) ===
Blinding of outcome O%=2
assessment O=2 A
(Borg7tol| o3t =7t) B =S
-Of the 106 patients, we analyzed the outcome of 102
Incomplete outcome m=S patients. 1 _patient withdrew from the study, 2 were lost
data addressed O=s to follow—-up, and 1 patient had an intraoperative bladder
(ESE5 dUR=) mE==eN injury (TVT-S) and required mesh removal with a
subsequent surgery performed outside the study.
-The primary outcome was objective cure by cough test at
Free of selective m=S 1 year postoperatively.
reporting O=2 —-Secondary outcomes included subjective cure ~, as well
(MEiX B277) O == as gquality of life scores from the questionnaires, pain
scores, and complication rates.
LS
Other bias : Funding Ejg -Funding for the project was through the Department of
@9 HE 0 %g}g Obstetrics and Gynecology at the University of Manitoba.

17



SH(Ref ID) 24(2616)
1XXHESHAE) Ross(2014)
39 HIZE S At
Adequate sequence ==
generation O=2 -The randomisation list was generated by the study analyst
(RE HiIEEM 4A) O == (using proc plan procedure in SAS (SAS Institute Inc.,
Allocation concealment O%e Cary, NC, USA) us_ing permuted block_ran_domisation with
o 0= blocks of varying size (2 - 6) and stratification by surgeon.
(HHXJ_I'—_A-I :]Iﬂ) = SEA
[ | E%‘I'E

aBrl:giIg?SgLrp:glrtICIpantS | L;J% -Neither site res_earch nurses nor surgeons were blinded to
(G HOIXE, HTX0 T3t O -LIE;E group of allocation for_operatlonal reasons.
i) ’ O =%t ~Women were not informed which device they had
Blinding of outcome OS2 received. L Lomo = ~ .

i 0 Za - ATEOME T/HES ol 2 SE2 QI8 XMSHE0| U
Incomplete outcome ==
data addressed O=2 -A total of 68 (92%) were followed up at 12 months.
(2328 Z2UAE) O =84
Free of selective == -Objective cure (primary outcome), Complications and
reporting O=s adverse events, Subjective evidence of cure,
(MEHX B277) == Incontinence-related quality of life, Sexual function
Other bias : Funding g Eé —'\G/lrag_t—in—aid fun_ding was provided by Johnson & Johnson
(1 9 HIEY ES edical Companies, Markham, Canada.

=3 —HIFAL X[ @2 OfL|LE 2I7F X|0] Q=
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HH(Ref ID) 25(2949), 26(2915)
15 XHESTAT) Tang(2014), Sun(2019)
a9 HISE A
Adequate sequence OXs
generation O=s
SIRFOI HHRIA ] AHAL S 51Al .
(FEH7 tHEEN 48) ;ize ~This randomized, nonblinded, prospective study
Allocation concealment 0 oo
(™ z=A 2) - %ijg
Blinding of participants Oue
and personnel 0 ;é

(R BOIR, ARt | o S 51Al

=71) == -olgeis
Blinding of outcome O%=2
assessment O0=2
(Borg7tol| o3t =7t) =2
Incomplete outcome == —Thirteen patients missed their appointments after surgical
data addressed O=s operation: six patients in the TVT-O group and seven
(2328 Z2UAE) O =84 patients in the TVT-S group.
-The_clinical outcome was regarded as a cure~

. Lo -TABLE 3. Comparison of postoperative complications
Ir:erggr?;zelectlve 0 _L:%E between the TVT—O_ group and the TVT-S grou
(MEjx H7) ] 25t -TABLE 4. Comparison of 11Q-7 and PISQ-12 scores

before, 12 months after, and 24 months after surgical
operation between the two groups

Lo
. . . PN=]
ghglré)lﬁsai Funding O=2 -Funding/support: None.
= O sy

19



3. B &2 (Miniarc) vs 7|

=
[

FF2CEE: 67 FFOHM 27

HH(Ref ID)

27(561), 28(564)

1XXHEHAT) Basu(2010), Basu(2013)
a9 HIZEAH AR
Adequate sequence ==
eneration == A . .
(g.:.ﬂ_?_l BRI A AAT) g%;w -Subjects were randomised using a computer-generated
TSRS eSS m o block randomisation sequence, with allocation to each
Allocation concealment 0 Zo group being performed via a series of opaque envelopes.
(=M 20H) CatAl
O=s
Blinding of icipan . . .
and%e?sgnﬁglrtcpa ts | = —Participants were blinded as to which of the groups they
(47 ZOIX}, HTRIO| Ch3H O=s had been allocated to.
_._"_‘7|_EJ)':' T= Sl o= -Because of obvious differences between the devices,
IISTI' d':' £ out oo researchers could not be blinded to the group allocation.
msaaaan o OHCOME o - ORI EUl2g oI, QITHE £42 QI HIFHHO| Q!
@m0 st =712) - S5l o H0it= 'HE', 2iEle 52 2% Bt
= C T/ a ===
Incomplete outcome ==
data addressed O=s —Follow-up loss& YACLE EMA| SO 1 K2l
(2328 Z2UAE) O ==
. —-The primary outcome measure was the presence of SUI at
Lto
Ir:eregr(t)iiselectlve Ef:; 6 weeks and 6 months, ~ the King's Health Questionnaire.
(A-]pEHI-I éﬂ_) 0 g;w -Secondary outcome measures were the presence of US|
-0 == at 6 months, and intra— and postoperative complications.
o : O%=2
ghglré)llisa] Funding H== ~Trial funded by a grant from American Medical Systems.
=8 O ==
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¢itH(Ref 1D)

29(2682), 30(2685), 31(2687)

1XXHESTALT) Schellart(2014), Schellart(2016), Schellart(2018)
g4 HISE A AL
A =S . . _ _
gsggruai;tsnsequence E_f:_g -Patients were randomly allocated in a 1:1 ratio to either a
(2R HIRAM AJA) 0 %g}g MiniArc or Monarc procedure, stratified by center and in
= Do blocks of different size.

Allocation concealment 0 oo —-The randomisation code was developed using a
(A 2H) - S5 computerised random number generator.

=4
aBrngdlggsgisglrtlmpants O3 —~it was decided not to blind participants in this trial.
( _—er,-érwq o TIX}0)| B O=2 -/ 132 olA| UCL, QI 52 Qs KHeHH0| AN ‘=
|_|_7|.a1) e S EEE o2 3t
—/Ia
Blinding of outcome O%=2
assessment O=2 =3
(ZLFE7t0l o5t =713) W=
Incomplete outcome =2 —-There were 193 patients randomized in the study; 97
data addressed O=2 patients were allocated to MiniArc and 96 to Monarc.
(E5E5 ZuAlE) O == -5 ¢t follow-up loss= RAGHH 9f 10% L2

. —The primary outcome was subjective cure of SUI,~

Lo ,
Ir:eregr?;selectlve E Zo —A secondary outcome was objective cure, defined~
(A-|pEH35-| éﬂ_) 0 %s;g' -Other secondary outcomes were adverse events during
- - surgery~

Lt
Other bias : Funding Ef:; —The trial was supported by an unrestricted research grant
(a9 HEE) 0 %gp\, of American Medical Systems, Minneapolis, MN, USA.

=
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¢itH(Ref ID) 32(1132)
1XXHSHAT) Foote(2015)
a9 HIZEAH AR
Adequate sequence O%=2
generation O=ss
SEQ HEEM M) ; ii‘%‘ o301
Allocation concealment 0 oo
(=AM 20) - %gw
Blinding of participants oo
and personnel g Zo _ojzoio
(7 O, HEKIO)| T S5l mEe
Blinding of outcome O3
assessment O0=2 A
(Borg7tol| i3t =7t) =2
Incomplete outcome O3
data addressed O0=2 A
(5828 ZUXE) H =3
—-Success was defined as a 1-h pad test~
Free of selective [ S -Other evaluation at these visits was by examination with a
reporting O=s full  bladder, history of any urinary symptoms
(MEYE &7) O =4 (incontinence, urgency, voiding difficulty), VAS, 11Q short
guestionnaire and bladder diary.
Lo

Other bias : Funding = s _ojZ0io
(j-gl Hl%EI) Dn_E =N

- ==
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A (Ref ID) 33(1770)
1% XHESTAT) Lee(2015)
A HIS2 A
Adequate sequence =S
generation O0=2
2P YN HY) mEEE —-Computer—generated random allocation was concealed
. Se and stratified by center.
Allocation concealment g ﬁ:% ¥
(HHXJ‘).I_\‘A'I %Iﬂl) H %_ﬁ?_pq
Bligding of palrticipants Oue
and personne b= . ) .
= = | O== -Surgeons or patients were not blinded once allocation was
A AR, ATA ot o
(_7:;;;* Oixt, Aol m == revealed.
=-1e -=/1E2 ofX| §IUCL, 2utA &= Q15 MSHH0| AU ‘B
Blinding of outcome ORS Mé ﬂmof | QIQtOLY, QA Az dl | A ==
assessment O=s =Tc
(Zdhgotol tist =713) ==
—Figure 1 depicted the CONSORT flowchart, accounting for
Lto s
ljr;(i:r’;lgtljer’;iso:(’;come Ef:; all participants, including those lost to follow-up and
(@225 ARD) 0 S5l those who were eligible but declined to participate.
ES=0 2 === - P RHBHANS QASIT, 10% U2l BTt
Free of selective .S —Primary outcome at 12 months was ijective cure. _
reporting O=s —Secondar\zj ouﬁcomes _vvelrglsutcjlecg\ée IcCulrg, éerBperﬁtéon
JERR BT = SiAl rates, and changes in , , 7,
(4= E10) b==d PISQ-12, and PGII.
L . OS2 -This investigator-led randomized controlled trial received
%hglré)llisai)Fundlng H== an external research grant from American Medical
=9 = Systems

23



HH(Ref ID) 34(2989)
1XXH(ESTAE) Tieu(2017)
a9 HIZEAH AR
Adequate sequence =S —Allocation to treatment group was performed by a
generation O=2 computer—generated randomization scheme with 102
SR H A=A A4 O 25 subjects divided into random block sizes of six, eight or
ten subjects per block.
. H =S -Subject assignments were sequentially placed in sealed
é“i_?fﬁgﬁgcealment 0= envelopes that were delivered to the operating room and
ot = == opened by the surgeon after induction of anesthesia at
the time of the standard Time Out’ procedure.
Blinding of participants oo
and personnel 0 Zo
= i U L -randomized nonblinded trial
=7t =5e -=/1E2 SFX| UL, A =2 QIe HSHH0| Qo ==t
Blinding of outcome OXs o2 "t
assessment O=s
(ZZrg7tol| het =7H) | R
—After randomization, 49 patients received the TO sling and
Incomplete outcome =S 49 patients the Sl sling, and of these 42 in the TO group
data addressed O=2 and 41 in the Sl group completed a 1-year follow-up (Fig.
(E5E5 ZuKR) == 1).
-5 = MOJQ| follow-up loss= 212t 7, 8HOZ RAFet
-The primary outcome measure was the presence of
Free of selective m.S urinary leakage during the standardized cough stress test
reporting O0=2 (CST) at 1 year . . -
(MEfR 27) 0 25k —Second_ary outcomes included intraoperative .data,
=0 -All perioperative and postoperative complications~were
noted.
o : O3
Other bias : Funding O=o _oj=oio
(2 2 vz m o T
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HH(Ref ID) 35(2029)
1XMXHEHAT) Melendez-Munoz(2018)
a9 HIZEAH AR
Adequate sequence =2
generation O0=2 _Randomisati hieved usi tor- ted
(9| HYEAM AA) 0 2&kl andomisation was achieved using computer-generate
0o blocks of 4-8, with concealed allocation.
Allocation concealment 0 oo -Concealment&&2 AZQIS
CEEAE) =y
Bligding of palrticipants Oue
and personne ° . . .
= = | O=8 -Surgeons or patients were not blinded once allocation was

ot EHOIA}, AR ot s e
g_ 7:;;)& Oix, ST X0l o m =2 revealed.
=-1e —=/ 12 ofX| EUCL, I == QISH HSHY0| U0 22t
Blinding of outcome O%=2 ué an} | EREL, Sl e | R
assessment O=2 =Tc
(B0 oSt =713) B =S

-The CONSORT flowchart shown in Fig. 1, accounts for all
Incomplete outcome | s participants in the study, including those who were
data addressed O=2 eligible to participate but declined, those lost to follow-up
(328 ZUxE) O =24 and those withdrawn at different points of the study

-5 = MO| follow-up loss, withdrawnO| ARt

—-The primary outcome at 6 months was objective cure.
Free of selective .S —Seconda_ry outcomes were subjective cure, failure rate,
reporting <o reoperation rate, ~ _ _ _
(MEfE 57) 0 %z‘w -Operative data was collected including type of anesthesia,

operative time, estimated blood loss (EBL) and

complications.

Other bias : Funding
(3 2 HED)

e
AEelS
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4, HRIXI| £2(Ophira) vs 7|1E

SHTE: 7 H6H =3)

HH(Ref ID) 36(986), 37(2417)
1XXH(ESTAE) Djehdian(2014), Pascom(2018)
a9 HIZEAH AR
Adequate sequence =S -The participants were randomly allocated to a
generation O=s single=incision mini-sling or a transobturator midurethral
(29 HiEEM YY) O 28 tape by a simple randomization procedure using a random
number generator computer program.
m .o -Randomization was performed at the moment of inclusion
Allocation concealment 0 o by a nurse blinded to women’s histories. Group
(HIHEA 21) 0 ng assignment was concealed in consecutively numbered
Bk sealed, opaque envelopes that were opened in the
operating room just before the procedure.
Blinding of participants Oue -The limitations of the study included the non-blinded
and personnel ) Di; design. o ]
@+ 7)5,*04)(}, HEXL0]| oot - %;g /12 ofX| YUCLE, A =2 Qe HgHH0| o ‘=5
=7 B o'= Hot
Blinding of outcome OXs
assessment O=s -A=8s
(ZZrg7tol| het =7H) | e
—-Assuming a 10% loss to follow-up rate, the total
enrollment goal was 110 patients.
-One hundred thirty patients were included (Fig. 3).
Sixty—nine patients were allocated to the mini-sling group,
and 61 patients were assigned to the transobturator tape
Incomplete outcome == group.
data addressed O=s -At the 12-month follow-up, 120 patients were available
(E5=5 ZUXR) O =84 for analysis (64 in the mini-sling group and 56 in the
transobturator midurethral tape group).
—-Assuming a loss to follow-up rate of 10%, the total
enrollment goal was 110 patients.
- From 130 patients, 82 (n = 41 in each arm) completed the
3-vear follow-up. Loss of follow-up was 37%.
-The main study outcomes were the objective and
subjective cure rates of SUI 1 year after surgery.
Free of selective =S -The secondary outcome measures included symptom
reporting O=2 severity evaluation by the Urogenital Distress Inventory
(MEfX 21) = Short Form, changes in the Incontinence Quality of Life
Questionnaire, and the rate of complications and
reoperation.
LIS
Other bias : Funding E Zo —-Funding was provided by Federal University of Sdo Paulo.
@Y H=E 0 %g}g —This is not an industry—sponsored trial.
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HH(Ref ID)

38(1512), 39(1413)

1XXHESHALT) Jurakova(2016), Huser(2023)
3% HISES™ At
Adequate sequence =2
1 Lo
Q;ijgtéﬁ%i_kl ) g%;'w —Patients were randomized by envelope technique at the
e time of surgery to either a TOT or SIS anti-incontinence
Allocation concealment O o procedure.
(=AM 20) O %;M

Blinding of participants
and personnel
(7 RO, HTERfO)| Tt

=71)

~This nonblinded study involved a Caucasian Czech (central
European) population.

—However, one limitation might be that neither patients nor
surgeons were blinded to the procedure performed and
each study armwas operated by different surgeon.

-=/1E2 SFX| UL, A =2 QIS HSHH0| Qo ==t
o2 Ut

Blinding of outcome
assessment
(B0 oSt =713)

e, juw Tos ko)
OI_"!:IB"AI:I

Incomplete outcome
data addressed
(E5=5 ZUXR)

m=S
o
O0=2

0=

—For the non-inferiority margin of 0.16 a minimum sample
size of 42 patients was required for each group.

-Of 285 patients assessed for eligibility, a total of 93
patients (32.6 %) met the inclusion and exclusion criteria
and were randomized into TOT (n=48) and SIS groups
(n=45).

-Ninety women (96.7 %) completed a minimum of 1 year’s
observation (range 12.1-15.1 months) with 3 patients
“lost to follow-up”, 1 from the SIS group and 2 among the
TOT group.

—-A minimum sample size of 64 patients was required for
each group to identify noninferiority with noninferiority
margin of 13% and 4% increase in cure rates for
experimental procedure, with 80% power and a of 0.025.

~Finally,_66 patients (78.6%) in the SIS group and 64
patients (76.2%) in the TOT group completed the 4-year
follow-up.

Free of selective
reporting
(MEi® H)

m=S
o
O0=2

0=

—Primary outcomes were defined as evaluation of SUI
objective and subjective cure 1 year after MUS surgery.
Postoperative groin pain, surgical complications, quality of
life and urgency incontinence occurrence were selected
as secondary study endpoints.

—Follow-up visits 4 years after surgery were all done by an
independent clinician and included evaluations of objective
cure as primary study outcomes. Objective cure was
defined as the absence of urinary leakage in a
standardized CST.

-Subjective cure as first secondary outcome was assessed
with a Patient Global Impression of Improvement form
using a 7-point satisfaction scale (1-7).

B - ) f it
questionnaire score change (ICIQ-SF) and postoperative
de novo urgency occurrence assessed via 5—point PPIUS
ranging from 0 (no urgency) to 4 (urge incontinence) duly
noted within a 3—day micturition diary.
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HH(Ref ID)

38(1512), 39(1413)

1MXHELAT)

Jurakova(2016), Huser(2023)

CE

AL

diary.

Other bias : Funding
(3 2 HIE)

-The study was supported by the National Ministry of

Health (project number FNBr65269705). The funder
(through their peer review and funding board review
process) approved the study proposal but had no role in
the collection, analysis, or interpretation of data, or writing
of the report.
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HH(Ref ID) 40(2004)
1XMXHEHAT) Maturana(2020)
a9 HIZEAH AR
Adequate sequence =S —-The patients were divided into two groups by a simple
generation O=s randomization procedure using a random number generator
(RE9 M 4d) O 234 computer program.
—-Randomization was performed at the moment of inclusion
. H =S by a nurse blinded to the subject’s history. Group
é“i_?fﬁgﬁgcealment Os2 assignment was concealed in consecutively numbered
oAl = O =&kl sealed, opaque envelopes that were opened in the
operating room just before the procedure.
Blinding of participants oo
and personnel 0 o -=7t0l Thet 2150] oL}, M =2 Q1% HSHH0| AN
(7 O, HERIO)| T S5l S E HL
Blinding of outcome OXs
assessment O=s -A=8s
(ZZrg7tol| het =7H) H =5
-With these data, we estimated the need for 45 patients
per group.
-A total of 105 patients were included in the protocol, of
which 58 were assigned to SIMS and 47 to the TOTsling.
In total, 94 patients completed the 12-month follow-up,
which corresponded to 53 patients in the SIMS group and
Incomplete outcome =2 41 in the TOT group. Of the 11 patients who did not
data addressed O=2 complete the study, the patient or a family member, by
(BsESH ZAXIE) O =2 phone contact, justified the reason for not continuing the
protocol. One died of heart failure, and the other ten
withdrew because they thought they were cured (i.e.,
achieved continence). Thus, these patients, who did not
complete the study, were considered as therapeutic
failure in the data analysis.
~= @ AlO| RHAHO| QAR 2E0IS
-All  patients were evaluated in the immediate
postoperative period, 7 days and 1 month after surgery,
by means of anamnesis and physical examination. The
follow-up was performed at 3, 6 and 12 months
postoperatively  through  clinical  history, physical
Free of selective =S examination, urinalysis, urine culture and susceptibility
reporting O=s testing, simplified pad test and quality of life
(MEfX 2 ) 0O 28t questionnaires.
-The primary outcomes of this study are reported in Table 2.
-Secondary outcomes are reported in Tables 3 and 4.
-The intra— and postoperative complications are presented
in Table 3.
—The results regarding quality of life are presented in Table 4.
Other bias : Funding EEE —ghis| study was not sponsored by ﬁh_e ir_wdus_try, and we
(1 9 HjE2) ES eclare that Pro_medon had no participation in the study
O == design or analysis.
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5. tiX7I &2l(Needless) vs 7|

E SRAQTSE: M A4 29

¢itH(Ref ID) 41(1165)
1XXHSHALT) Gaber(2016)
3% HISES™ At
Adequate sequence ==
eneration == o _
(g.:.ﬂ_?_l BRI A AT g S5l -Randomization was performed with the use of a
T oM So =25= . . . o
Ooe computer—generated randomization list and stratified by
Allocation concealment 0 Zo the study director.
A o fm ]
Blinding of participants e -The sequence was concealed from all investigators until
and personnel O oo the interventions were assigned for this purpose
(7 RO, HTERfO)| Tt 0 S5l sequentially by a trial nurse on the morning of the surgery.
=71 == -The surgeons were not aware of the preoperative data of
the patients.
- -The protocol had a double blind design; that is, patients
Lo ,
Blinding of gutcome E Zo and data assessors were blinded to treatment assigned up
?;ﬁsﬂfjr?oeﬂnl:ﬂéf k) 0 E;‘w to the 12-month follow-up visit.
=e =ete === -Qli==9 HeHHO0| AN etXtet HIMA BE =/1EE ol W
=22 Ft
Lt
ljr;(i:r’;lgtljer’éiso:(’;come Ef:; -Figure 1 illustrates the study flow chart~
o =} o e -7t follow-up losse= 1~2H £&0=2 QA
(2328 Z2UAE) O ==
Free of selective .S —Pati_ent reported success was defined as~
reporting O=o ~Perioperative complications were recorded~
(MEjx H7) 0 E;‘w -The first follow-up visit was performed 3 days after
- == surgery to assess any postoperative complication
LIS
Other bias : Funding g;g _ojzoio
(j-gl Hl%EI ILI_:I LH B
- ==
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HH(Ref ID) 42(1106)
1XMXHEHAT) Fernandez-Gonzalez(2017)
a9 HIZEAH AR
Adequate sequence =2
generation O=s —-A computer—generated random allocation was used.
SEQ HEEM M) O s=
. O3
Allocation concealment O=o _oj=oio
(=AM 20) == mEe
. Eg})\l
Blinding of participants Oue
and p(_ersonnel o Za —~our current study is that it was not possible to blind the
(S ROIRL, HEXLOf CHEE DA post-surgical evaluation because, in the TOT group, the
[ [ | EP—‘!'E . .
=7t patient presents a cutaneous scar at the obturator region.
Blinding of outcome OS2 -=/1E2 oFX| UL, A =2 QIet HEHH0| o ==t
assessment O=2 o2 "t
(Borg7tol| i3t =7t) B =S
-The drop-out rate for the negative stress test was 2
Incomplete outcome =S patients (2.04%) for the Monarc® group, and for the
data addressed O=2 satisfaction questionnaire it was 2 patients (2.25%) and 2
(B2 ANAIR) 0O == patients (2.04%) for the C-NDL® and Monarc® groups
respectively.(27t SAD
-The primary outcome of this study was to compare the
Free of selective == objective and subjective cure rates~
reporting O=2 -The secondary objective of our study was to evaluate the
(MEiX B277) == effect of both SUI surgeries on the QoL and to compare
possible complications.
. . O3
Other bias : Funding O=o _oj=oio
(29 HIE) 22 S e
| | E%‘I'E




HH(Ref ID) 43(1160)
1MXHETAHT) Fu(2017)
a9 HIZEAH AR
Adequate sequence O%=2
generation O=s -Having all the patients who met the criteria signed
(259 H-EM H4Y) == informed consent, group assignments were made and the
Allocation concealment m =S surgical methods were selected vig random selection of
(EZAA SH) O iﬁ:% opaque labeling envelope by lab assistant.
== O ==
Blinding of participants oo
and personnel g Zo _ojzoio
(7 O, HEKIO)| T - S5l sEee
=713 ===
Blinding of outcome O%=2
assessment O=2 A
(Borg7tol| i3t =7t) B =S
Incomplete outcome m.S —-Among 179 cases of patients enrolled, 15 cases were lost
data addressed 0=s to follovy up. Therefore, 164 cases of patients were
(2555 ZXGR) 0 22kl enrolled in this researgh_actuglly.
== B —-These patients were divided into two groups:
—-Main outcome measurements included operating time,
Free of selective =3 intraoperative hemorrhage volume and visual analog scale
reporting O=2 (VAS) pain scores
(MEiX B277) == -The assessment of postoperative curative effect and
safety~
o : O3
Other bias : Funding O=o _oj=oio
(3 2 HED) - %grg mEe
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A (Ref ID) 44(993)
1M XHESTAHL) Dogan(2018)
G Ale

Adequate sequence
generation

EH9 N 4Y)

-Subjects were randomized using a computer—-generated
block randomization sequence with allocation to~a 1:1

Allocation concealment

HiFEA 2H)

ratio design performed via a series of sealed opaque
envelopes.

Blinding of participants

and personnel

(S HOAL, HLXI0H T

=713)

Blinding of outcome
assessment

(ZZrE7H0] TSt =7H)

—Patients were blinded to the allocation.

-Assessors were blinded to the prior procedure type and
perioperative complications.

-Qul20| HSHHO0| QU0 SRt WU B =7HEE 610 R
502 4t

Incomplete outcome

data addressed
(ESE5 2iX=)

—-One patient in the SIMS was lost to follow-up after 1 year
and therefore was considered excluded from the study.

—Figure 1 shows the CONSORT flow chart accounting for all
patients

Free of selective
reporting
(MEN 5)

—-Any perioperative complications were monitored.

-We aimed to assess the differences in objective and
subjective cure rates~

-Secondary outcomes were patient-reported satisfaction
assessed with improvement of quality of life Surgical
outcome measures included~

Other bias : Funding
(a9 HEE)

e
AEelS
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CRIXJ| &2|(Tissue Fixation

system) vs 7|E SHQTEE 17 H(2M™

HH(Ref ID)

45(%71), 46(2819)

1MIHEHAT) Sivaslioglu(2010), Sivaslioglu(2012)
a9 HIZE S A
Adequate sequence ==
i Lo
(ggr;fgt&ﬁ)}@@kl ) g E;M —-The study comprised 80 female patients with urodynamic
T SETEee 0 io SUI, randomly allocated by computer program for a TOT or
Allocation concealment 0 o TFS operation.
(™ z=A 2) - %gw
Blinding of participants Oue
and personnel 0 oo
(S AR, HAXLOf CHSt - S5l -This single blind, prospective RCT~
=7t ==c —TAEQ A0 UL, iE0| HSHHO| U0 BEA'=
Blinding of outcome O3 Tt
assessment O=2
(Zdhgotol tist =713) =2
—Patients with overflow incontinence, those with overactive
Incomplete outcome mLe bladder and those who underwent previous
data agdressed 0 Zo anti—-incontinence surgery were not included in the study
IIca H
S s = (fig. 1).
= =51 247K SHSEAL . . .
(ES22 2N H=== -We were able to test 36 of the original 40 patients in each
arm.
—QOur primary outcome measures were rates of objective
. jecti fail ~
Free of selective m e _gure. sdublectwe cure and failure 5 years St f
reporting =2 econdary outcome measures were duration o
(MEjx H7) 0 Dsil procedures, postoperative comfort of the patients (e.g
== =5 groin pain) and guality of life (Ool) scores.
—-No intraoperative complications such as~
. . OS2
Other bias : Funding O=o _ojzoie
@ 2 HEd gy mEe
==
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7. HUEY (3 Q) vs 7IE ZRQEEE: 57 AF6H %)

HH(Ref ID) 47(2297)
1XXH(ETHAE) Oliveira(2011)
a9 HIZE S At
Adequate sequence OXs
generation O=2
(R29] HiBEAM 4Y) == -No patients refused randomisation.
. o —HIEHO| 3t 7|120] 9IS
Allocation concealment E;Q S0l thet 710l &
A o fm ]
(HHJC:;lT'_'kI E]Hl) . %Qé
Blinding of participants Oue
and personnel g ;E _ojzgle
(7 RO, HTERfO)| Tt Al
[ . ES_.!‘
=718)
Blinding of outcome OXs
assessment O=s -A=8s
(ZdhEotol st =71 H =5
Incomplete outcome ==
data addressed O=2 -No patients were lost to follow-up.
(E5E8 ZUXIR) O =84
1 Lo
Ir:erggrzizelectlve E;g —Patients were asked about lower urinary tract symptoms
(MEfE 57) 0] 2&tal including urine leakage, pain, and complications.
. . m =3
ghglré)llisa Funding O=2 -Obtaining funding: None.
0=t
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HH(Ref ID) 48(2377)
1XMXHEHAE) Palomba(2014)
a9 HIZEAH AR
Adequate sequence O%=2
generation O0=2
DUAO] HY KA A AlA =51l N 5
(TJHI HE&AM 44) ;ie s st 7180] 242
Allocation concealment 0 oo
(™ z=A 2) - %;’w
Blinding of participants oo
and personnel 0 Zo
AT HOAL, AEK f gy . . :
E.'__;ra):ro:l ST O =34 -single-blind design
= Ta —Q|TAa 0| HBHHO| Q0] ‘2EHAI 2 Wy
Blinding of outcome O ka2 HelH0| 20 ‘s=d 2 8t
assessment O0=2
(Zdhgotol tist =713) =2
-One hundred twenty patients per arm were enrolled and
received an SIMS or an r=TVT procedure.
—-At the 6-, 12—, 18-, and 24-month follow-up evaluations,
Incomplete outcome | = 2 of 120 (1.7%), 7 of 120 (5.8%), 12 of 120 (10%), and 17
data addressed O=2 of 120 (14.2%) patients, respectively, from the SIMS
(ESE5 2ux=) O =3 group and 3 of 120 (2.5%), 5 of 120 (4.2%), 9 of 120
(7.5%), and 14 of 120 (11.7%) patients respectively, from
the r=TVT group were lost to follow-up.
-t AP FHEE &40 A5, oF 30% &Y
—-The primary outcome was the subjective cure rate at the
Free of selective m=sS 24-month follow-up.
reporting O=s -The secondary outcomes were the objective cure rate at
(MEiX B277) == the 24-month follow-up, safety, feasibility under local
anesthesia, and guality of life.
o . OXs
Other blisai Funding 0=s o391
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HH(Ref ID) 49(2418)
1XMXHEHAT) Pastore(2016)
a9 HIZEAH AR
LIS
gsggrtﬁgnsequence E;g -Using a computer table generation of random numbers:
DO AR AJA) 0 %g’w group 1 (n = 24 women) was treated with TVT-O to
T = 0 == correct SUI, and group 2 (n = 24 women) was treated with
Allocation concealment 0 oo the SIS.
HiE2=A 21) - %; N -8 2 g2
Blinding of participants oo
and personnel g Zo _ojzoie
(7 O, HEKIO)| T S5l sEee
Blinding of outcome O3
assessment O=2 A
(Borg7tol| i3t =7t) B =S
-As mentioned earlier, the TVT-O procedure was
performed on 24 patients while the SIS procedure was
Incomplete outcome m e performed on 24 patients.
data addressed 0 oo —-However, 6 patients were later excluded from the study
(@225 ARD) 0 S5l because they were lost to follow-up, and a total of 42
o= = =% patients (21 _in TVT-O group and 21 in SIS group)
completed the study protocol.
- R0 S FHA LIS
Free of selective .S —~the_ participants were a_sked_ to complete the Italian
reporting <o versions of the FSFI questionnaires for the assessment of
JENE oAl sexual function and the ICIQ=SF questionnaires.
(I_ = —1 ﬂ) O E'?—‘!'E . . . .
—No intra and postoperative complications~
o : =3
%hglré)llisai)Fundlng O=s -No competing financial interests exist.
=8 O ==
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¢itH(Ref ID) 50(1054)
1XMXHEHAE) Emami(2019)
a9 HIZE S At
Adequate sequence O%=2
eneration O=s . . .
g_?_zr_?_{ B2 AtAf) B =5 —Th_e_ patients were randomly assigned into the TOT and
0o mini-sling groups, 40 cases each.
Allocation concealment | = o -0l oSt XA 7|=0] Sis
(™ z=A 2) - %;’w
Blinding of participants oo
and personnel g Zo _ojzoio
(S ROIRL, HEXLOf CHEE DA sEe
'—7|.El) . EP—‘!'E
—/Ia
Blinding of outcome O3
assessment O=2 A
(Zdhgotol tist =713) ==
Incomplete outcome O3
data addressed O=2 A
(E5E6 ZUKR) =
-The results of the current study showed that the surgical
Free of selective | = duration, amount of bleeding, post-operative pain,
reporting O=s hospitalization period, and surgical complications were
(MEYE &7) O == significantly less in the mini-sling method in comparison
to TOT.
Lo
Other bias : Funding Ef:; -The author(s) received no financial support for the
3 9 bisa) O %g’w research, authorship, and/or publication of this article.
— =
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HH(Ref ID) 51(322)
1XXHESHALT) Abdel-Fattah(2022)
a9 HIZEAH AR
Adequate sequence =2
generation O=s o .
s —-Randomization was performed with the use of a remote
SOl YA A=A Al SHA
Sehliceake) gige Web-based system
Allocation concealment | = o -tiE =AM 2H0l| et AR 71E0] Sls
CEEAE) =5y
Blinding of participants Oue
?&%pgaoﬂneolq_—rlxm oyt O=3 -The main limitations of our trial were the availability of
_._"_‘7@) T = S mEE follow-up to only 3 years, a lack of blinding~
II3_I' = Lo -=/1EE MEECE MABIUCLL  2dt==2| HSHH0| AN 2
inding of outcome OR= siA2 Iy}
assessment O=2 -
(Borg7tol| i3t =7t) B =S
-A total of 600 women underwent randomization~.
—-Four women were excluded after randomization, leaving
Incomplete outcome e 298 assigned to receive mini-slings and 298 assigned to
data agdressed Dj'_i; receive midurethral slings; 257 women (86.2%) in each
(@225 ARD) 0 S5l group underwent their assigned surgery (Fig. 1).
=orn = == —-At 15 and 36 months~the percentage of patients ~ 87.1%
and 81.4%, respectively.
% o AO| FASHA| FREA UM
-The primary outcome was patient-reported success~
-Safety data included all expected adverse events during
Free of selective m=S follow-up through 36 months:~
reporting O=2 -Secondary outcomes _included postoperative pain~,
(MEiX B277) =84 recovery~, objective success~, and the effect of the
procedures on patients’ symptom severity, quality of life,
and sexual function~
o : == —Supported by the NIHR (NIHR Evaluation, Health
Other bias : Funding oo PP y ( .
(1 9 HjE2) O=3 Technology Assessment Programme; funder number,
=8 e 12/127/157).
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