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HtH(Ref ID) 1(35542)
1XMIHEHAT) Lundin(2019)
Risk of Bias (RCT2! ZLTH
EE e HEZ7(=20g
* The web program SISA (http:/ home clara net sisa randmiz htm)
O =S generated a balanced randomization with sequences into blocks
SRR HiEEM MY | B RS
[ 25l of ten with an allocation ratio 1:1 to robotic or abdominal
hysterectomy.
* The web program SISA (http:/ home clara net sisa randmiz htm)
0 &5 generated a balanced randomization with sequences into blocks
HiE=A 2 u 32
0 250 of ten with an allocation ratio 1:1 to robotic or abdominal
hysterectomy.
ROIK} IR} E =2 * A limitation is the unblinded design and use of subjective
=713 og oo
0 28 outcomes.
27} TR} 0ue A limitation is the unblinded design and use of subjective
[ - [=] [=]
- R O 234 outcomes.
D52 |« ZZXPEENR2 QAGH HAGHT 2SR 2 20T QAL
ESES 2= =2
Ossy | o ZSAVH 0| YHS DIXK| QChD Betst
O == o D2EZ0| EXSEK] LX(CH SR A0 Holsis2 Zuts0| o
HERX AN m =3
O 230 TAMOIM 25 HAIELD AUS
* Funding The study was supported financially by grants from the
O =o Medical Research Council of South East Sweden, Linkoping
7|E} HISE 2F == . . . " )
(I:!|J|—O:|§H| xT||9-) u 32 University and the County Council of Ostergotland. None of the
= funding entities receives funding or support from the
manufacturer of the robotic equipment Intuitive Surgery.
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oitH(Ref ID) 2(8655), 3(9541), 4(11810)

1MIHETAT) Salehi(2019), Salehi(2018), Salehi(2017), The RASHEC trial

Risk of Bias (RCTQI ZL2h

EE e TEE7(=20g
0 =2 Randomisation was made after informed consent at the outpa
2A9 tiEaM Y | B HE tient clinic, using a complete block design with 20 sealed
O =g . . . .
=" envelopes at a time, with the patient drawing a sealed envelope.
0 =2 Randomisation was made after informed consent at the outpa
&N 21 u 32 tient clinic, using a complete block design with 20 sealed
O =g . . . .
== envelopes at a time, with the patient drawing a sealed envelope.
< H =2 = J12IA|5H 5FK| or2
HOXL, A} 0 oe HRE =7 AR BHX| 248
oy J =i =] = .
I8 o 0O 23l Masking was not performed due to the nature of the treatment.
O =2
2t GIA O ue fSf=TetT=1
=1 o ol s
==
0 =5 AEX|7t ST FABIH LMot AEX] Ll |01 AR
=EEE0 2z u 32 _ . L ;
O 25 AZX|7F 200 FE O|X|X| ph=Chal EEret
O &2 O2EZ0| ZX(NCT01847703)5t 0 AT A0 Holsi=2 &
MEHR AT u 32
O 2304 S0 AFAMOIM 25 HAIED UZ
~ 0=
7IEH HIEY £I o : i
u 32 This study was funded by grants from Stockholm County Council.

0|7 2
(DIZHAH] XIE) 0 25
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AH(Ref ID)

5(18202)

1MXHESTHAHT)

Somashekhar(2014)

Risk of Bias (RCTQI ZLTh

CE]

HIZE ©

=

HHIAEEAD)

S| HZEA A

Fifty consecutive patients were alternatively allotted between the
robotic assisted surgery with da Vinci surgical S system (Intuitive
Surgical®, Sunnydale, CA)
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AHAH(Ref ID) 6(5788)
1XMXH(ETAHL) Narducci(2020)

Risk of Bias (RCTQI ZLTH

pag| HIEE A HOHTAH(=E218)
* Abalanced 1:1 randomization was performed centrally by Oscar
0 =s Lambret Cancer Center Research Unit staff, using
SRR HIEEM MY | RS
0 23 computer—generated permuted blocks of six patients stratified by
center.
* Abalanced 1:1 randomization was performed centrally by Oscar
0 =s Lambret Cancer Center Research Unit staff, using
Hi &AM 2T s
0O 25t computer—generated permuted blocks of six patients stratified by
center.
: W =S * Pati hysici d investi d f th
ZIOIK} GITIA} 0 =S atients, physicians, and investigators were made aware of the
[ =)
=1 0 0 25t assigned treatment group before surgery
20} TRt g E_E * the independent review committee of expert surgeons was
=i of .o - -
= 0O 23 blinded to the group allocation.
D52 |« ZZXPHEXEZE QAP HAGHT ZER| 2 ROIT QALY
=§fet Ziiktz m =2 o . _ )
Oosa |+ ZEAVEZT0) YES D|XIX| QHSCHD TS
0 =s « IOE2EZ0| ZX(NCT01247779)5t11 ATLRHOIN A0 Helsis2 A
MEHR ZnE 0 m =2
0 S5t WS0| SAFZMUM 25 KA D UAS
5 0 =3 . f he French Mini f Health through th
J|E} Hj=E o5 =S t was funded by the Frenc inistry of Health through the
(erioy xg) | WES ol Clin _PHRC-
0 25t Hospital Clinical Research Program (INCa-PHRC-2010).
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¢itH(Ref ID) 7(10160)
1MIHESTAT) Luo(2018)
Risk of Bias (RCTQI A7)
CE HISE I HEE(=201)
0 &5 There were 60 patients evenly divided to accept the RRH or LRH
FAY 8 MY | B EE

[ 25l using random numbers in a randomized block design.
O =S Random numbers were generated by Statistic Package for Social
HHEEA 20 s
0 250 Science (SPSS) version 17.0 software (SPSS Inc., Chicago, USA)
ZOIR}, GIR} U ?r_r_g This study was a prospective, randomized and double blinded
[ y L= LIS
Lok o B =S . _ _
= 0 28 analysis of Chinese patients
O0=s
Zn w0 &S oizote
=1 68 oa mEe
==
0 =3
S 2tz s ZERPL YE
O ==
O=o SHO| T2 20 HMAl
N ZnEn s OD2EZ0] EXotA| HAIZ STHHOA A0 Yoloz= Z2150| A
O ==
TZUM 2F HAED QS
=) o O=2 OIHIO] K|S HIX| OrS
JIE} HIEE 93 it A2 AES LA EE

(LA XI)

0 ==t

The authors have no funding to be reported.
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HtH(Ref ID) 8(9548)
1XMIHEHAT) Silva(2018)
Risk of Bias (RCTQI ZTH
EE e TE27(=2018)
we used the randomization of the permutated block to allow an
Owo adequate random distribution of patients between the groups.
DX HiEAA] AlA | s A function was created in Microsoft Excel (MS Excel), with
O =24 L .
=u= randomization between blocks of 6, 8 and 10, and a list was
generated with a sequence of 100 numbers.
O =S The randomization list was password-protected and was the
HiE=A 2 u 32
0O 23l responsibility of the study nurse.
O wo The sequence of numbers was hidden
ZO4XL, A2t Co T ) .
k2 ol m == The surgeons participating in the project did not have access to
nedi=| T =
O ==
=== the spreadsheet.
0 =2 the research nurse had access to the patient’s random number
Zup MK =a . . . . .
E;LTDOJJ O %2 only after signing the ICF (inclusion in the study) and inserting the
nuedi=| T =
H =3 .
=== data into the worksheet.
0 &S ZER ST FABIA UMGHT ZEX| LA 01T AR
25t 2tz u 32 _ ) . )
O 25 AZX|7t 20| S-S OX|X| L=Cn T
0 =5 O2EE0| EMotX| X2t HTUHOIM A0 Holsizs2 ZAuts0| A
MEHR AT u 32
0 234 TELOM 2T HAIELD AS
JIE} Hi=2l of3 0 &8
St e = RS0 st o2 eig

(LA XI)
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¢itH(Ref ID) 9(13912)

1XXHESHAT) Mienpai(2016)

Risk of Bias (RCTQI Z#<L11)

pag| HIEZ 2 HEEAHEERR)
* The randomization was made with the minimization software for
O == allocating patients to treatments in clinical trials (MINIM, Version
A9 i Y | B H2
0 250 1.5/28-3-90, by S. Evans, P. Royston, and S. Day
[https://www-users.york.ac.uk/wmb55/guide/minim.htm]).
* The randomization was made with the minimization software for
0 =5 allocating patients to treatments in clinical trials (MINIM, Version
HiE=A 2 u 32
O 2304 1.56/28-3-90, by S. Evans, P. Royston, and S. Day
[https://www-users.york.ac.uk/wmb55/guide/minim.htm]).
o .
ZOIKE GITIA} E =S » Masking: None (Open Label)
[ = B =]
=8 0% 0] 250 https://clinicaltrials.gov/ct2/show/NCT01466777
ieiﬂl.al%ijri!. E ;é * Masking: None (Open Label)
=/ o 0 250 httpsZ//clinicaItrials.gov/ct2/shovv/NCTO1466777
D58 |« ZXPHSNZ2 QAP LYoHL ZEA| 24 H0IE QA
=)et 2tz m =2
0 2581 o AZXP AL G2 OIX|K| ph=Cn TEret
0 =8 o ID2EZ0| ZM(NCT01466777)5t1 HTUHOA AN Hofsh= &
HERX AN m =2
0 =31 TS0| HTADOIN D= HAIE T AS
J|E} HiE=R 93 0 &5 * Study Sponsor: Tampere University Hospital
=0 e m =2
(DIZIATH] X2 [ 28Al DIZIATH| XM &R 22
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HtH(Ref ID) 1(12233)
1M XAHETT) Deimling(2017)
Risk of Bias (RCTQI ZTH
EE [EEGE TEZ(=20g
* participants were randomized by the study statistician (ARK), who
0 =2 had no prior access to patient data, to undergo either
A9 M Y | B RS robot-assisted or standard laparoscopic hysterectomy;
O ==t L .
=0= randomization was performed using a random number generator
and treatment allocations were sealed in opaque envelopes.
To * randomization was performed using a random number generator
Hi &AM 2T [ s
0O 23 and treatment allocations were sealed in opaque envelopes.
RIOIR}, IR} n %f * Participants and study investigators were unmasked to group
o y L= Lo
IR o H=s ;
=e 0 25t assignments.
Z47} IR O &s
Srae |O%e |zl R o eiEes
e m ==
O =2
S 2z s « ZAEX| G2
O =3
O0=s o D2EZ0| EXGIK| LX|2F HLHOIM A0 Holsiz2 ZutE0| o
MEM At gl
0 251 TEADUA 25 HAE LD AUS
* The Penn State Clinical and Translational Research Institute:
JJE} HIE=E o3 U %f Pennsylvania State University CTSA; NIH/NCATS
= D‘:' 2
(TIISATH| XI2) 0 %QQ o DIZISH|IXIES A Q20f SI1o| HIEEH0| S O|XIX| EUS AC=2
oSt
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HtH(Ref ID) 2(16117)
1XMXHETT) Lonnerfors(2015)
Risk of Bias (RCT2! ZL2THh
EE [EEGE TEIH(=E0)
One hundred twenty—two opaque envelopes containing the
0 =2 assigned surgical method in the proportion of 1:1 were closed,
A9 M Y | B RS shuffled, and then numbered. After inclusion, randomization
O ==t . . .
== occurred via telephone during which the envelopes were opened
in consecutive order at the central randomization office.
One hundred twenty-two opaque envelopes containing the
0 =2 assigned surgical method in the proportion of 1:1 were closed,
Hi& =N 2 [ s shuffled, and then numbered. After inclusion, randomization
O == . . .
== occurred via telephone during which the envelopes were opened
in consecutive order at the central randomization office.
5 O =2
ZOR}, AL Lio oj=oie
m ==
Ascertainment bias due to lack of blinding is unavoidable in a
o setting such as ours.
Z} it =S | » _ | -
ol e E Z{i_w The primary factor determining hospital cost is operative time,
=== which is expected to be independent of whether the study was
blinded.
0 =2
=§fet Ziiktz m =2 EEE R
0 ==t
O =5 O2EZ0| EXotX| XX|2F HTALHOIM A0 Holsiz2 Z2S0| ¢
MEHR ZnE 0 m =2
0 =281 TELOIM BF HMAIEL UAS
o) o5 O =2
7|E|' H|E|:| -r|°|:14 0 'ir% ﬁﬁﬂ%

(BRI XI2)

m ==
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HH(Ref ID)

9(12074)

1MXHESTHT)

Soto(2017)

Risk of Bias (RCTQI ZLTH

EE HIZ 23] TEHIH(=E0)
0 =2 Participants were randomized preoperatively at each site (at the
229 M Y | B RS time of surgery scheduling) according to a computer generated
O ==t L .
=== randomization schedule with random number table.
B =S Randomization was performed by a research nurse or research
Hi &AM 2T O%2
0O 2sA fellow.
§ o Masking: Single (Participant)
ZOIAY, Gt e . . . . .
_ O%2 All patients were blinded to their assignment until the day of
=712 o
s O ==
surgery.
O =2
21t FIHA 0 ue oj=oie
=H o o seee
m ==
O =2
=§fet Ziiktz m =2 AZXt Qg
O =3
O =5 O2EF0| ZX{(NCT015562040t01 HATUHOIA AP0l Holsiz2 &
MEM At s
0O 2304 WS0[ ATAMOIM 25 HA =D U
JIE} Hj=2 o5 0 &8
B HIES #12 s Current Study Sponsor: the Cleveland Clinic

(aRzieimy] Ki2)

0 ==t
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AH(Ref ID) 3(51231)
1XMXHETT) Paraiso(2013)
Risk of Bias (RCT2! ZL2THh
pag| HIEE A HOHTAH(=E218)
Subjects were assigned randomly according to a
O =5 computer—generated randomization schedule with random block
SRR HIEEM MY | RS
O 25 sizes with the use of the SAS statistical software package (SAS
Institute Inc, Cary, NC)
Subjects were assigned randomly according to a
0 =s computer—generated randomization schedule with random block
Hi &AM 2T s
0O 2sA sizes with the use of the SAS statistical software package (SAS
Institute Inc, Cary, NC)
XOIRE IR} U %E Surgeries were scheduled based on the randomization; all
DI_ o . PN=1]
=/t 0% 0O 23 patients were blinded to their assignment.
Patients returned to the clinic for a 4- to 6-week postoperative
Z} IR g E‘% visit, at which time a physician or a research nurse who was
[ . g
=/t OfF [ 28 blinded to the patient’s surgical group assignments also
performed an assessment.
0 =5 AEX7H 1 SMZOIM EXHo Ol SH1Z2mo| ZH IS O|XIX| &
S 2z m =3
0O 234l S o2 mtst
0 &s AP0 B70E Z2EZ0] ZXBHA| XI2H HTLHOIN ARKO| Holshs
MEM At m =3
0O 25t 2 ZS0| ATAUM BF HAELD US
=2 o|5 0 =5
TS HE nas | ot ooy et otate
(2] XI2) =
| =2
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HH(Ref ID) 4(18526)
1XMIHESHAT) Sarlos(2012)
Risk of Bias (RCT2! ZLEHh
39 HIEE A HEEAEERS)
0 =2 * The randomization scheme was generated by using the web site
AR HiEzM Y | B RS www.Randomization.com (first [and original] generator, last
O == . .
= modified: August 1, 2008, 15:02:45; www.randomization.com).
0 =2 * The randomization scheme was generated by using the web site
Hi& A 2 [ s www.Randomization.com (first [and original] generator, last
O == . .
=7° modified: August 1, 2008, 15:02:45; www.randomization.com).
m =2 * Unfortunately, randomization could not be blinded for the patients
ZOR}, AL o . . . .
=12 ofe U =Rs because the robot was situated in a different building of the
e 0 s34 _
hospital complex.
O =2
21t FIHA O ue . ojZoio
=1 o8 Sor s
B ==
0 =2
SR 2Kz s s ZAEX| G2
O =3
U =8 o ARO| SHE ZREZ0| ZXYSIA| UXI2H HTYLHOIN AP0 Holshs
MEM At gl
0O 25t 2 ZS0| ALAUM BF HAELD US
ol o5 0 =2
7|E|' H|§EDI -r|o°|:|4 ] 17_('.9 . 01%%1%
o7 o) —
(2] XI2) 0 =304
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AH(Ref ID)

17 [HMES)

1MIHEHAT)

lliano(2019)

Risk of Bias (RCTQI Z27H

L HIEE 2/ HEZAE=EIE
0 =5 * Patients were assigned to one of the 2 groups using
S M MY | B HS
O 254 computer—generated block randomization sequence.
* Participants were intentionally allocated in equal numbers to each
O =5 intervention (RASC and LASC) according to a block size of 4
A 20 m =3
0 2514 (randomization ratio of 1:1 in each block) with randomization done
at the time of scheduling for surgery.
5 0=
ZHORE, LAY 0 ue . ojZoio
=1 o= Sar seme
==t
* To reduce assessment bias follow-ups were performed by
1} TR W =S physicians that were not involved in the trial. Nevertheless, they
) 0O %2
7|2 = .
=18 o 0O 23 could not be blinded to the treatment arm because of the number
of trocar wounds for each procedure.
0 =2
S2et Zitktz =2 o« AZXPIYE
0 ==t
0 =5 o ARHO| SUHE Z2EZ0] EXHoK| ZXITH AL ARH0N| H2lol=
MEHX ot 0 m =3
0 250 = ZuS0| AFZMOIM 2 HMAIELT UAS
JEbige e | D ES
owior x| O %3 o | XI2I0) TS 2 RUS
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HH(Ref ID)

2 (13799), 3(14015), 4(16905)

1MXHESTHT)

Kenton(2016), Mueller(2016), Anger(2014) The ACCESS trial

Risk of Bias (RCTQI ZLTH

39

HIZE 2 HHIA(=EAS)

DX HiERA 4

* The randomization assignment was revealed to the treating

U ?L'ttf physician the morning of the surgery by having the surgeon dial
m ==
O 25 into a randomization center and entering a code specific to the

patient

A 20

* The randomization was done by block

nz

oAt AL

=7HY o

* Masking: Double (Participant, Outcomes Assessor)

* The patient and the study coordinators were blinded to the

om0 OmO
E)LEIJ'-F rum»zurr
Jlor 0o ojo {1tk jo mjo

nz

assignment for the first 6 weeks.

21 IR}

=Ky o

* Masking: Double (Participant, Outcomes Assessor)

U ?L't% * the clinical observers who rated the wounds were not blinded to
[ s
0 23t the randomization simply because of the number of trocar sites.

—)trocar site= 242 X|HO|22 HIEY ?els R522 IS

* There was no difference in the rates of dropout between the 2

0 =s treatment arms (5 patients in the LASC group and 7 patients in
S 2tz s

0 25t the RASC group, p=.595).

s -) ZBEXPt EXotLt St XI0[7t SIS

0 &S o AP0l ZHE ZREZ0| ZXH(NCTO1124916)5H GereiofAf ARHO
MEHR ZnE 0 [ s

0 =284 ooz Z2US0| ALZAUNM 25 HAIE LD US
JEbige op | D ES
(Dljm__iﬁ XTIS;; 0O %2 o CISH|X|HO0)l Chet HA=BiS
- - m ==y
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HtH(Ref ID) 5(x7| AMES)
1XMXHETT) Paraiso(2011)
Risk of Bias (RCT2! ZL2THh
pag| HIEE A HOHTAH(=E218)
0 =2 * Treatment allocation was determined by a computer—generated
FAQ| HiE=A Ay =3 randomization schedule with random block sizes (two to six) and
= .
stratified by surgeon.
0 =2 * Treatment allocation was determined by a computer—-generated
Hid=AN 24 | ) randomization schedule with random block sizes (two to six) and
= .
stratified by surgeon.
* Patients were blinded to their treatment assignment.
O wo * Operating room and healthcare providers responsible for
ZOR}, AL e . . . . .
=12l ofe =2 intraoperative and postsurgical care were informed not to discuss
—/Ia T =
O == . . . . .
=== treatment assignment during the preoperative discussion or the
postoperative period.
o * Research staff administering and collecting the study
Z0 MR U=s . . . - ,
k2l ofe [ s questionnaires and outcomes were blinded to the participant’s
e W= _ _
treatment group for the entire duration of the study.
0 =2 * There were no differences in demographic and preoperative
=§fet Ziiktz m =2 anatomic and functional data between groups.
SISIA|
DEss o ZEXLYUMSIUOLL, Fa7E X017} S
O=8 o A0 ZIHE Z2EZ0| ZXH(NCT00551993)5H 1 SO AFRO|
MEM At s
0 22 HOlSHES US| GTATN BF HAET US
* Funded by the Cleveland Clinic Research Program Council and
J|EH HI=Y 93 E %'E Cleveland Clinic Center for Surgical Innovation, Technology, and
DIZIo | R|9) o :
( Tl X2 0 23t Education.
* SSGTHIE XEEs




