HH(Ref ID) 228
1XMXHEHAT) Eljezi(2017)
L HIZ2IS
Lo . . .
Random sequence generation E:_g Patients were randomly assigned prior to the study
(2] HY ™A M) 0 E;‘w following a plan with a block size of 4, by an
.ﬁ;e independent research assistant responsible for sealed
Allocation concealment co envelopes containing the allocated treatment and the
(B =N 2H) g 5l inclusion number.
===
Blinding of participants and =S This randomised, observer-blind, controlled trial
personnel D%_% The members of this committee were all blind to the
(ST FOIX, H2X0) st =71) (=24 patient's name and the treatment given.
Blinding of outcome m =2 The occurrence of postoperative complications was
assessment D%_% also analysed by a blinded investigator through direct
(Za-gotol oSt =71) O == analysis of the patients’ hospital data
*The primary outcome was analysed on an intention
to treat basis as well as per—protocol received, and
= secondary outcomes per—protocol only.
Incomplete outcome data . s ol Y X per=p . Y
(2223 ZUNE) O ES (Late postoperative survey (pain outcomes))

O =4 n=59 and 50, respectively in control and intervention
group, because of 1 and 5 losses to follow-up since
discharge from hospital.

Lo
Selective reporting E s OD2EZ2 QKT G0 SigE Z2X[HO0| CHal HA7Zo
(M2 =) e s
= =
. . =2
Industrial funding support O0=3 Financial support and sponsorship: none

(T2t G| XI7)




AH(Ref ID) 4560
1XMXH(ESHAT) Hong(2017)
FY

Random sequence generation

(FHE B8N 4Y)

Allocation concealment
(B =N 2H)

*Participants were randomised to ropivacaine, sham or
usual care groups by a centralised independent
computer—generated program.

®All study personnel and participants were

blinded to allocation of the infusion solution except the
independent pharmacists.

Blinding of participants and

personnel

(G BOIAL, AR CHEH =71)

Blinding of outcome
assessment
(Hotgo1ol Cist =7H)

Ed JE0| oMot =71=20] HE

eParticipants and assessors were not blinded in the
usual care group, therefore there may have been a
bias with participants in this group.

Incomplete outcome data
(E5E8 ZUXE)

|2
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e

1
g
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Selective reporting
(M1Ex] H7)

D=EE2 YA HAUYE0| H5E ZURIE0 ol A2
MBS HO5H0 Q)

tio

Industrial funding support
(217t H7H| X|3)

eFunding: The study was funded by Australian and
New Zealand Society of Cardiac and Thoracic Surgeons
and AstraZeneca. There was no cost incurred by
participants in the study.




HtH(Ref ID) 4562
1XMXH(ESHAT) Jaroszewski(2016)
a9 CEERE
_ S *Patients were enrolled using computer—-generated
Random sequence generation oo randomization to either: continuous infusion of local
(P2 B2 o) O =8k anesthetic at surgical wound site through On-Q pump
with a Select-A-Flow Variable Rate Controller or TEA
. e with local anesthesia
AIIocEclonoconceaIment ]2 eAfter consent for study enrollment, the randomization
(HHZ=M 2H) (28 sequence was accessed to identify next allocation
group.
indi ici Lo
Blinding of participants and = oo *The researchers were not blinded to the therapies,
persopnel = W=s which could raise the potential for bias
(2 BORY, AL CHEHE7i]) [ 28 P -
Blinding of outcome O3
assessment O0=3 o4 og els
(Z2tg71o]| Cist =71) ==
e/ significant drop out occurred in the TEA group.
= We attempted to address this point by providing a
'{l.‘i-‘iﬂ'%'fﬁ?ﬂf%me data m=S group comparison between dropouts versus not. We
s = O==4  did not find any significant differences between
patients who withdrew from the study.
Lto
Selective reporting E oo FQ ZUGHES, ASMEH)0| IAHI2 HMA|=(0f S
(M H ) o %g‘w A= Qlo MERZAMO| TR Z == GIZ
. . O3 . .
Industrial funding support m=o *This work was supported in part by Halyard Health
(217} H72H] XIR) D%g**' formerly Kimberly—-Clark Health Care.
=




otH(Ref ID) 2782
1MXHESTAE) Liu(2015)
s x|

Random sequence generation

(FH9 HE=A 4)

Patients were randomly assigned to continuous wound
infusion group (RWI group) or intravenous pump group
(SPCA group).

- PRjouH0l Cist TH oF g

Allocation concealment
(HiE=A 2H)

Patients were randomly assigned to continuous wound
infusion group (RWI group) or intravenous pump group
(SPCA group).

- HiEEM 2O et A% g 8l

Blinding of participants and

personnel

(&7 FOIRE, AEXI00 ChEt =7 1)

One hundred and twenty adult patients undergoing
open thoracotomy were recruited into this
assessor—blinded, randomized study.

Blinding of outcome
assessment

(ZHgo1oll tet =71)

Postoperative evaluations were performed by an
observer blind to this study at 2, 8, 12, 24, 48, and
72 h after tracheal extubation.

Incomplete outcome data
(E5E8 2UKR)

ZX7F AH9| Hlet +EL= Z

o2 mctgl

-Industrial =& &4
i
— A

gek= DIRIA| ¢

Selective reporting
(MEN 2 1)

FQ AMZHSSAIR)0| TIHEZ FAE0 SRS 202 V=2 2
off HEFZA0) ZAIZ 4~ Bt

Industrial funding support
(217} H7H| X|3)

This work was supported by Natural Science
Foundation of Jinling Hospital (No. 2012036), and
attributed to the Department of Anesthesiology, Jinling
Hospital, School of Medicine, Nanjing University.




HH(Ref ID) 437
1M XHESTAT) Fortier(2012)
CE] HISZAH
Random sequence generation Eiﬁ Patients vvere_randomised to one of three_groups by
(ALY A2 AA) ol random selection of envelopes performed in the
D= operating theatre. The envelopes were prepared in
. msS advance and contained a computer—generated

AIIoc?:uonoconceaIment =e randomisation schedule indicating the technique to be
(Hi™z=A 20) [ 25t used.

indi ici Lto
Eg?:;:ﬂ;f participants and Egé The present study is a randomised, controlled, open
(BT 2OIRL, oiKiol chst =71 ety label trial

e Lo Baseline data were recorded at inclusion after allocation of

F
Blinding of outcome O%= L : .
assessment O=e the randomisation, and perioperative data were completed
@0 Tt =712)) = by nurses and/or the investigator and/or clinical research
assistants.
| | Lil-O = il X Et2}5t 0|2 H|ASF AZ=Q|7] EF2 0|2 =
ncomplete outcome data =2 ST UEOIM SEfot QIO Hxet &0 10 §2t 0|RE S
eS| =] 5
( T'__?_I- E-T'-I'XI'E) D %_5__‘}% %Ell-
LS =
Selective reporting = o CHREC| 20| J2I2 HAE UL, YR XEO| CioH
(MEN 2 1) O %;%. MEHMO=Z g2 Halofdl U0 MERZA0| ZSAZ & Gl
. . =2

Irtlldjustrlal fund;ng support O=2 Financial support and sponsorship: none declared
(212t ot Kig) Oss




At (Ref ID) 1204

1XMXH(ESHAT) Amour (2019)
ke HIZ22I3)
Oue The randomization list was computer—generated,
Random sequence generation o balanced by blocks of variable and undisclosed size,
(RIS tiE=A HY) oo and stratified by the center and by the baseline high
m ==
or low risk of postoperative pneumonia.
mue Allocation concealment was achieved using a
Allocation concealment 0 oo centralized, secure, interactive, web-response system
(HiEA 2H) C=aa  accessible from each study center (Cleanweb, Telemedecine
- Technologies S.A.S., Boulogne-Billancourt, France).
This trial was a randomized, double-blind, two—-arm,
Blinding of participants and m =2 parallel-group, multicenter, placebo—controlled study
personnel O=2 (Fig. 1).

(A7 BOIRY, SH7RIO) S =7k) =24 Both patient and medical team involved in the study
were blinded to the allocated treatment.

Blinding of outcome | s Outcomes

assessment == c blinded with . locati

(DI et =7 1) 0] 22kl xperts were blinded with respect to patient allocation.
Lo AEX} 2t RAGH EdoiRs

Incomplete outcome data u s - QOverall, the number of missing values for the

(E5E8 ZYKI=) 0 .=.§Epé| primary outcome was 10 (1.3%) in the I-bupivacaine
- group and 6 (0.8%) in placebo group.

Selective reporting O =o D2=ES0| EMot0] AL HO| e ZoX|EO| CHol
(Me4= &) D5y CTEDNN 2T 2150 98
===
Funding
The STERNOCAT study was funded by the French Ministry of
Health (Programme Hospitalier de Recherche Clinique
National, P100107) and sponsored by Assistance
Publique—Hopitaux de Paris (AP-HP). Baxter provided
Industrial funding support EEE lringltiperforated WdOL\I/r\]/d ca;heters, Abb(j)t’ij Fr;ance prqvided
(Q17F G1LH| X2 ES upivacaine, an ym France provided elastomeric pumps,
=S all free of charge.

Conflicts of interest

All authors have completed and submitted the ICMJE Form
for Disclosure of Potential Conflicts of Interest. No disclosure
was reported.




¢itH(Ref ID)

776

1XMXH(ESHAT) Florkiewicz (2019)
ke HIZ 2SI
Random sequence Generation m =2 Patients were allocated to either the ropivacaine or
(@ xpe) uuagiqu g,}ﬁ ] i‘%% placebo group, according to a computer—generated
= O == randomization protocol, with a block size of 4.
Allocation concealment m=2 Assignments were performed by a statistician from the
(HHE2A 2T) == University of Eastern Finland, Kuopio, who was not
O == involved in the study.

Blinding C?f participants and EE% All personnel participating in the study were blinded to
personne =0 the group assignment, including the attending

x st =71y TN - e .
(87 HOIKE A7AH it =/te) O ==t anesthesiologist; all staff in the operation room,
Blinding of outcome e postoperative unit, and cardiac surgery ward; ar.1d the
assessment Lo research nurse. The code remained blinded until the
(Zor710]| oSt =71=) O sl end of the study.
Incomplete outcome data W =S S5t wdl Mo Gdeiis
(22t ZatD) O&S - Fig. 1. (BM@) completed 48-h F/U (47/49)

=== O e (tHE) completed 48-h F/U (43/49)
Selective reportin Oe U2 ZAZH(secondary outcome; £ X|H)0| =20t
(MEfX ﬂ)p g 0 HA=0] S2Hst 2ot B S St QU0 HIEFEAM0| EAIZ
= =2 + Q8

, . Oo%e Elastomeric pumps (Multirate Infusor) and wound

'(E‘I’,”ﬁgg'ljlu ;%r;g support m= catheters were provided for free by Baxter
e DE%.W Corporation, Helsinki, Finland.




At (Ref ID) 1652

1MXHESTAE) Fiorelli (2016)

CE) HIS S

mse Patients recruited in the study were randomly allocated

?ﬁg?gﬂ@jﬁﬁg%?eneramn Ooss to receive a continuous surgical wound site infusion of
T = O =4 either bupivacaine (wound group) or saline solution

(placebo group) delivered by a multiholed wound
catheter (PAINfusor by Baxter) connected with an

Allocati | ; = elastomeric pump (ON-Q PainBuster, ref. PS6505;
(Hﬁgiﬁrgla{)]cea men O=s [-Flow Corp., Lake Forest, CA, USA) according to
== O =2 computer—generated codes kept in a sealed opaque

envelope.

o Our study is a prospective, double—blind, randomized,
o placebocontrolled, unicentre trial~
i':'w All investigators and study staff, including the nurses,
were blinded to the elastomeric pump drugs.

Blinding of participants and |
personnel Os
(ST EOIR, iAo st =71) O =

Blinding of outcome | = (Inter-groups differences assessment criteria)
assessment O=s The technician was blinded to patient group
(B0l oist =71) O=&4  allocations.
Incomplete outcome data =S AEX|7} I AR L6, Rl RARE
(22 ZaD) O%2  Figure 2. (BXD) Lost to F/U (3/30)

=== mE=cis (LHZ=) Lost to F/U (2/30)

. . [ e )
Selective reporting O=o L2 ES2 QX2 A0 AgE ZREX|HO| tHol
(MEf= 2 71) 0 %gr N ATZLOIN 25 H1I5t0 US(Table 2)

==
Industrial fundi W=
(2|7ursgl_—?_lﬁlu;|;__|n)g support == Conflict of interest: none declared.
e = = O =54




AH(Ref ID)

1083

1XMXH(ESHAT) Mattila (2016)
3 HIZ IS
. =2 . .
Randgm seﬂuence generation O co Enrolled children were randomly assigned to a
= oo
(RES thEEM HY) O] 284l treatment by the sealed-envelope method. The study
Co design was a series of blocks of fours, whereby a
Allocation concealment Ezg patient randomly received either a continuous wound
(B R2A 21) - ng infusion of ropivacine (Group R) or of saline (Group C).
=
This randomized, double-blind study~
- . Lio , double-blind
Eg?:;:ﬂ;f participants and E o Thus, anesthetist, surgeon, and intensive care and
(178 ROIK}, CISIRIO) CYBH=712)) D%gw warq nurses were blinded regarding the drug the child
received.
Thus, anesthetist, surgeon, and intensive care and
indi Lo
Sgg:gg?@l?umome Eﬁg ward nurses were blinded regarding the drug the child
(1ol Cit =712) Ogay  receved I
Pain was assessed by the intensive care nurse
H=3
e oo data 058 257 98
Lo
Selective reporting g 3 UL ZISES XH)7t 22 (Figure 2)2BH HA|=0]
(MEfN &) - %gw SAXSH A0 BNE St Q0| HIERRAM0| Z3AE =+ gig
= =
Funding
. . == A grant (ATeK 31.10.2014/Olkkola) from the special
Industrial funding support .;o g ( | subsidy f {1 Ith >. P klw
(@17 i7H| K|2) O ES governmental subsidy for health sciences research.
= Conflict of interest

No conflict of interest to be declared.




HtH(Ref ID) 2960
1XMXH(SHAT) Agarwal(2013)
% HIZ 2SI
. H =3 The patients were assigned to treatment using a
Random sequence generation Zo ~ d randomizati hedul db
(DA HIRAA] A U=Es computer—generated ranaomization schedule prepared by
ToT esn ee [(JE&4  the Division of Biostatistics before the study.
. O%2
Allocation concealment O ;% ojz oo
(A 2H) Al
m =
. . Lo The 0.3% ropivacaine or normal saline solutions were made
Blinding c?f participants and E;E up by our study pharmacy, and both the patients and all
personne == ersonnel were blinded as to what was being infused.
(BT HOfR, oikiol chet =7 ety P .
All decisions regarding weaning and extubation of the
patient were made by the anesthesiologist covering the
Blinding of outcome msS ICU, who was blinded as to group designation.
assessment O0=3
(D7 0|| CHEH =71) (] 23t —Masking:QuadrupIe (Participant, Care Provider,
Investigator, Qutcomes Assessor)
(https://clinicaltrials.gov/ct2/show/NCT00586976)
O3 o B0t 255
'(’;Ciﬂgfifﬂ‘}’;;gme data O=s -Only 85 patients were included in this study, although 200
e = B =84 were originally planned.
Lt
Selective reporting D25 w20l IYS(Figue 1)2 MAE0 0| Eere B0z
(MHEX 21T) n %_;w Qlef HEFZA0| ZAZH 2~ Gl
==
Lo
Industrial funding support E;g This study was supported by Mayo Foundation for
(217t H7H| X|3) 5 %iﬂw Education and Research and Stryker Nordic
==

_‘IO_



21 (Ref D) 3530
1X XS HALT) Abbasi(2012)
CE EERE

Random sequence generation

(FE A )

In this prospective, randomized,

double-blind clinical trial

placebo-controlled,

The patients were randomized in two groups (group A=
Cases Group B = Controls). Each group had 18 patients.

) O3
Allicia:clonoconcealment [=o 2 o2 gl
(BN 2H) H =3
Blinding of participants and O%=2
personnel O=2 oA g gl
(ST ZOIXL, AL CHSH =71E) WS
Blinding of outcome O3S
assessment == o oig els
(Z2rg71of tist =71) =

Lo
Ir;cgrg&le;?_'outcome data E gé AZ5| QS
( T'_‘on_l' E-'-I'XI'E) D gg}g

. . | s
Selective reporting D&  D2EZO X0 A0 Holse 20| o 25 20t
(MEfN H1) =il

==
LS
Industrial funding support = o ojz ol
o7 o el LH HAO
(RIZt 7| X 9) B =5

_‘I‘I_



HtH(Ref ID) 100
1M XHESTAT) Eljezi(2012)
ke HIZ 2SI

. | s Each patient was given an inclusion number to be used for
Random sequence generation =y h domizati hich ducted b
(SxfQ| HYEAM AA) O 5o t e randomization, w ich  was ~ con ucte Yy an
T 0= independent research assistant with blocks of 4.

, H=S Before connection, the infusion pump was filled with the
Allocation concealment O=s study solution under the control of the anesthesiologist in
(HE2A 2m) =g Y : : d

O =4 charge of the patient, who opened the allocation envelope.
Blinding of participants and mLS All _providers were blinded to the treatment group: the
personnel N=e patient was unaware of the treatment administered,
o171 &{OIX}, 017X SHE7I) [ 28l throughqut the study. ' . _
(H7 B0 Aeaiat o =) ="c Nobody in the postoperative care unit (PACU) and surgical
Blinding of outcome Oue ward staff was aware of the treatment administered.
assessment =8 o . .
(DI et =7 1) =5 —l\/lasklng..Dpuble_ (Participant, Investigator)

(https://clinicaltrials.gov/ct2/show/NCT01196767)
Incomplete outcome data W =S a=alets . . . .
(225 ATRED) =2 -Of the 40 patients included in the study and randomized
T = = = .

O =l (20 in each group), ~

. . e ) _
Selective reporting m =2 20| ZTZH0| D2 (Figure 2)2 A0 QU0 S4HEH &
(MEN H 1) 0 %g‘w 1= Qlof HEFEAMO| AL & G2

Lo
Industrial funding support E zs No financial support was received for this study
o oo .
(217 A7) Ki2) O=su

_12_



SH(Ref ID) 706
1M XHESTAT) Tirotta(2009)
CE] HIZ 2SI
. OS2
Random sequence generation co : , o
(S0 HIEAM A O ES a prospective, randomized, and double—blind study
==
The patients were assigned to one of two groups:
Allocation concealment OS Treatment Group (0.25% levobupivacaine or 0.25%
(HIE2M <) O=ss bupivacaine) or Placebo Group (normal saline).
e ==
Blinding of participants and OR8
personnel O=s a prospective, randomized, and double-blind study
(ST FOIXt, HEX0) ChSH =71) W=
The CICU staff was unaware of the patient’'s group
Blinding of outcome H=S ASSINMONT.
assessment O0=s : ;
(ZAm7I0] Tt £712)) 0 =25kl Paln_ assessment was based on age acco_rdlng to
- institutional guidelines. The nurses in the CICU are
specifically trained in the utilization of these scales.
89H = 17H0| H{X|7 |0l siFoto & Szt 358, iRt 37
T2
-A total of 89 patients were enrolled._Seventeen patients
m e did not complete the study and were excluded for the
Incomplete outcome data 0 oo following reasons: unable to extubate in the operating room
(EZ23t ANXLR) 0 Eg‘w or within 6 h of arrival to the CICU (10), parents changed
=== their mind the day of surgery (3), accidental removal of the
catheter (1), incorrect size pump inserted (1), surgeon
forgot to place pump (1), and median sternotomy incision
not utilized (1).
Lo
Selective reporting Eﬁ; USRS ZIZHES X|H)S 2ot UX| L0t HEHZA0| ZSIA|Z
(MEix 21) B =5 = g2
Lo . . . L , .
Industrial funding support ] bl Financial support provided by Miami _Ch|ldren s Hospital
(217} Ci7H| X|2) H== Research Institute, Arnold Palmer Hospital for Children and
e = O == I-Flow Corporation.

_13_



HH(Ref ID) 3531
1XMXH(ESHAT) White(2003)
39 HIZEAH
Lo
Random sequence generation g oo In this prospective, randomized, placebo-controlled,
(A HIEZA M) - %iﬂw double-blind clinical trial,
= =
=)
Allocation concealment g oo 13 012 ol
indi ici Lo
Eg?g;ﬂﬁ;f participants and g oo In this prospective, randomized, placebo—controlled,
(012 RIGIX, CITIRIO) CHBH V1) W 2 double-blind clinical trial,
Blinding of outcome | s Postoperative evaluations were performed by a
assessment =8 blinded observer 4, 8, 12, 24, 48, and 72 h after tracheal
(Z21Ho10] Cist =71 == extubation, ~
45 = 21HO| BRIV |0l sHFot 2T St 129, tixat 12
2N
—A total of 45 patients were enrolled in the study.
However, nine patients were excluded from the data
analysis because of failure to initiate the therapy or protocol
m e violations (e.g., premature termination of the therapy). In
Incomplete outcome data 0 co six_cases, the local anesthetic catheters either were not
(ESEs d0Atz) 0 E_g'w placed by the surgeon at the end of the operation (four
=== cases) or were inadvertently removed within 24 h (two
cases). Two patients developed serious bradyarrhythmias
during the postbypass period (and were withdrawn from
the study before initiating the therapy), and one patient (in
the control group) developed a cerebrovascular accident
and died on the second postoperative day.
e
Selective reporting E;; CHEEO| ZuIZt0] J2HT(Figure 1-2.)2 MAIZI0] Q0 HIEHEA
(ME 2 1) 0 %ij%l ol ZSAZE 4= QS
LIS
Industrial funding support Ej;g Supported by an educational grant from Ethicon
(DIZt A7H| X|9) . %iﬂw Endo-Surgery, Cincinnati, Ohio.
==
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¢itH(Ref ID)

1961

1MIHEHET)

Dowling(2003)

3

a randomized, double-blind, clinical trial

. [

?ﬁg?gﬂ@:iﬁﬁ%?eneramn O=2 Assignment of the local anesthetic or placebo was made on
A = O == the basis of a random table created in advance of patient
enroliment.

Lo
Allocation concealment g oo 12 012 ol
(B2A 2TH) Eo, CoUmEs
W=
Blinding of participants and .S a randomized, double-blind, clinical trial
personnel O0=3 Al : £ including th
o471 XHO{X} G171 s5t=71a S apAl | investigators and study staff, including the nurses, were
(27 ZI0R, A7KI0 et =71) D == blinded to the identity of the injected solution.
Blinding of outcome | s The nurses were blinded to the study and were
assessment O=3 significantly more likely to assess the patients in the
(ZorH710]| Cist =71=) O =3 treated group as having improved pain control.
AEX7L = o FARCHA| LMD TG HQIE fARRY
—Five patients initially enrolled in the study were excluded
from evaluation.
Two patients who were randomized to the ropivacaine
m e group were excluded before treatment because of
Incomplete outcome data 0 co abnormalities on the intraoperative echocardiogram (severe
(ESEs duKAtz) 0 E_g'w mitral regurgitation in one and left ventricular ejection
=== fraction of 35% in the other).
Three patients required prolonged intubation and received
additional sedation. Two of these patients were randomized
to ropivacaine and one to placebo.
Lt
Selective reporting E o OD2EZ2 PXITH AL AZE ZotX|HO| CHal A2
(M 2 ) Ooay ME2FEI6I0E
==
The ONQ Pain Relief System (I-Flow Corp, Lake Forest,
Calif), which provides the continuous infusion of local
anesthetic or saline control, was provided by the
manufacturer.
. . O3S 171 M3)
l(gfyrsggljr;%g support H=2 The local anesthetic (ropivacaine [Naropin]; AstraZeneca,
=== = 0O == Wilmington, Del) was provided free of cost by the

manufacturer. The manufacturers did not contribute to the
design of the study or the correction, analysis, or
interpretation of the data. Also, they did not participate in
the decision to submit the study for publication.

_15_



GitH(Ref ID) 1358
1XMXHEHAT) Gathege(2021)
=L

Random sequence generation

(FHE B8N 4Y)

Patients were stratified by medical speciality and
randomly allocated 1:1 by a computer—generated

algorithm to either continuous local anaesthesia wound

infusion or thoracic epidural analgesia.

Allocation concealment

(HiEEA 2H)

Opaque envelopes with the group allocation, opened at
the pre—operative unit, were used for participant group
assignment.

Blinding of participants and

personnel

(& FOIXL, A0 CTHEH =71)

A randomized, single-blind, controlled clinical trial

Blinding of outcome

assessment

(Z2rE710 et =7H)

We conducted a parallel group, assessor—=blinded
randomized controlled study at a teaching and referral
hospital with a 1:1 post-operative treatment allocation
of either continuous local anaesthetic wound infusion
or epidural analgesia.

Incomplete outcome data
(E5E8 ZYKI=)

In the intention to treat analysis (Fig. 2), the mean
difference for total morphine consumption at 72 h
was4.01 mg (95% Cl - 4.67 to 12.70) which fell
within the pre-determined equivalence range of (- 15
to 15 mg)

Selective reporting

(MEfX 2 1)

OD2EZ2 QKR Aol H5E ZOK(E00| Tl 22100
M RE 21510 Q)

tio

Industrial funding support

(2t G| XI7)

Conflict of interest: The authors declare no conflict of
interest as related to this study

_16_



HH(Ref ID) 826
1M XHESTAT) Narayan(2021)
3 HIZ IS
. | s After obtaining informed written consent, the patients
Random sequence generation co domly all d CEl cWi .
(SRIQ| HIRIZA] AAY) ] To were randomly allocated to or group using a
= (L= D =SEAl _ d
=3z computer-generated sequence.
. O%2
Allocation concealment Zo ojz oo
e W=
The other limitation of the study is that blinding was
indi ici Lo
Eg:igﬁ;f participants and Ezg not used. We did not use a sham wound catheter in
(GI7L &OIXE, OITLRIO) LBt 712 [ 22k the epldural group to enable the assessment infection
resulting from an indwelling wound catheter.
Blinding of outcome O3
assessment O0=2 e eis
(ZaEo10| Chst =7 12) m ==
LIS _ _ _ _ _
Incomplete outcome data E;Q T 29 2F 2Pt SYoll 2| ks OIXA| Y=
(E5E8 2UKR) O S5l Aoz HHE
=%
Lto
Selective reporting E oo D2ES2 QKT S0 OtgEl ZOX|EO| Chal S0
(MEN H 1) 0 % Su M EFEUGT QS
Lto
Industrial funding support Ezg Received institutional research grant for purchase of
(T2t G| XI7) =sa  wound infusion catheters.

_‘|7_



SH(Ref ID) 816
1XMXH(ESHAT) Klotz(2020)
ke HIZ 2SI
_ S In order to achieve comparable intervention groups for
Random sequence generation oo known and unknown risk factors, patients were
(P9 Hg2M 44) O3kl allocated randomly to the two treatment groups using
randomizer.at, a web-based tool from university Graz
. msS (Randomizer, Medical University of Graz, Institute for
AIIocEclonoconceaIment O=2 Medical Informatics, Statistics and Documentation
(Hi-Yz=A 2H) (] 250 (IMI)). A block-randomization with a block length of
four was implemented.
Blinding C?f participants and EE% -Blinding of patients, anaesthesiologists and outcome
personne T assessors to the intervention was not implemented as
% 5t =71 S5Al : , , ,
(37 ZOIAL, A7A0l et =ote) O ==t the insertion of the epidural catheter is performed
Blinding of outcome O%2 Whef‘ JFhe_ patient is ayvake. . 4
assessment m=S -A .||m|tat|on of our trial was the unblinded trial
(ZTHHIH| St 7H2) gy desion.
= Of 846 patients screened within 14 months, 71 were
Incomplete outcome data Zo . i :
(Ex55t AYAD) == randomized and 62 (31 per group) included in the
sE= O =54 intention—to—treat analysis.
Lo
Selective reporting 5 oo OD2EZ0| EAfota! A7l st ZUXE0 e ZUE 2%
(=™ 2) Oy 200K 948
The study was funded by an intramural funding
programme of the University Hospital Heidelberg
e, "Heidelberger Stiftung Chirurgie”
Industrial funding support 3 oo (www.stiftung-chirurgie.de/startseite.html).
(T2t G| XI7) C=sa  The authors did not receive individual grants. The
==

funders had no role in study design, data collection
and analysis, decision to publish, or preparation of the
manuscript.
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1XMXH(ESHAT) Othman(2019)
ke HIZ 2SI
. u =2
Random sequence generation O=o
(RRQ] HREA 44) SEoy | | |
= Patients were randomly assigned using sealed
mue envelopes into one of 2groups (20 patients each)
Allocation concealment
O0=3
(HE2A 2H) 0S8
Blinding of participants and Ose This randomized, comparative, observer=blinded trial
personnel H=s was conducted after approval from the ethics
(ST FOIX, HER0) st =71) O =4 committee of South Egypt Cancer Institute
Clinical assessment for vital signs, analgesia, side
sl Lt
aBs“sr.]:s”;?nZL?umome .fig effects, patients’ satisfaction, and also blood sampling
(Z21T10] T3t =712)) 0 %g‘w was performed by an observer who was blinded to
=Te e o= group assignment,
= To compensate for dropouts, we recruited 20 patients
l{fg&.@fﬁ?ﬁﬁgme data O=2 in each group to account for random errors and
=== O == additional comparisons.
Lo B
Selective reporting E oo &5 ZIYO0| 2HEZ HAIEK U7, L= K|HO ok
(MEN H 1) O %g;g MEHMO=Z g2 Halofdl U0 MERZA0| ZSAZ & Gl
. , OS2
Industrial funding support -
(BIzH 48| K|2) Uss =~ 28 =188
i k| X m=s
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1M XHESTAT) Kadam(2019)
ke HIZ 2SI
Lo
Random sequence generation E oo
(] H A AlA) 0 %;w Grpup allocationlvvas by a simple ra‘ndom’isation table
= using a user—written Stata module ‘ralloc’.
LS This allocation was concealed using a sealed opaque
Allocation concealment 0 o envelope.
(2N 2H) i
Sl ==
-It was conducted in a single centre, was single—blind and
our costings and current practice of PPC catheter insertion
may not be applicable in other settings.
Blinding of participants and O3S -The proceduralist could not be blinded, but patients were
personnel =2 initially blinded to group allocation; the patients would only
(ST ZOIAL, HRXJO| CiSt =717) O 24 become aware of their group allocation once they arrived
on the ward post—-procedure. On arrival in theatre the chief
investigator handed the box of envelopes to the attending
nurse or anaesthetic colleague to assign participants for
intervention.
Blinding of outcome O3S The acute pain team who assessed pain scores on the
assessment m=S ward also could not be blinded, as it would not be possible
(Z21o10) Cist =71 O =34 to perform catheter assessment and care otherwise.
Lto
Incomplete outcome data E co £ =29 HE ASX7) Hlxol 2o ks OIXX] Y=
(E5E8 ZX=) O %iw Aoz MHE
LIS
Selective reporting E o D2EZ2 X AL g 22X B0 o] S0
(MEfN &) O %g‘w M 2E B0t U
Lto
Industrial funding support E oo This study was partially funded by the Australian and New
(2IZH HH| X|H) O %g'w Zealand College of Anaesthetists Research Foundation
==
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SH(Ref ID) 3195
1XMXH(ESHAT) Beaussier(2018)
3 HIZ YIS
. =
Random sequence generation 0 oo
(At HIEA 42) SE | |
== Patients were randomized in a 1:1 ratio._ Centralized
LS block balance randomization was prepared by URC-Est.
Allocation concealment 0 oo
A o fim o]
(HH%)IT'_‘A-I E]I:“) D %f&l-*'
Blinding of participants and | s The CATCH study was designed as a multicentre,
personnel O3 prospective, randomized, double-blind, triple—arm, placebo
(S RO, AR CHSH=718) =24 controlled study.
The area of hyperalgesia was determined by punctuate
mechanical stimulation using calibrated von Frey
Blinding of outcome =3 hairs (ref. NC12775-14, Bioseb, Chaville, France) by
assessment O=s investigators blinded to the administered treatment.
(Zzrg71ol tist =71) O
Statistical analyses were performed blind to treatment
allocations.
| s They were done using an intention-to-treat
Incomplete outcome data oo e . . .
(2253t ATXD) O== principle and included all patients who received treatment
e = O == without consent withdrawal.

. . D Lir% = 74 H 71 3 [e]]
Selective reporting N =o &5 ZURMO0| 1222 HAIEH MEtMO= 75 skl AN
(MEfN H ) 0 %g% HIEFEA0| A =~ QI

. . H=3 . . . . N
Industrial funding support Co Funding for this study was provided entirely by institutional
(RiZt 7| X|9) = %i‘j%, arants (Projet Hospitalier deRecherche Clinique).
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SH(Ref ID) 4559
1XMXH(ESHAT) Wu(2018)
3 HIZ IS
) . LIS
Random sequence generation 0 oo
(] H A AlA) D:;*' —The patients were randomized and divided into three
= groups ~
. mus —For randomization, opague and sealed envelopes were
Allocation concealment =o numbered consecutively,
(Hi™z=A 20) O %gw
and a physician who was not involved in the trial kept
Blinding of participants and =S the randomization list in a locked drawer until the trial
persopnel ) D%_% was over and all follow-ups had been conducted.
(AT ROIR;, ALK St =71) O =84 All patients were masked to the treatment groups
assigned for the study.
Blinding of outcome O%=2
assessment O=s e eis
(B0l Thst =7 1) m ==
=2
Incomplete outcome data =2 Ax7| Q2
(2588 2YNR) ST
. . m=sS B
Selective reporting s O2EZ2 QKT G0 SigE Z2X[HO0| CHol HA7Zo)
(MEiA 27) 0 %g‘w M 25 Hst IS
=
. . O%2
Industrial fund;ng support =2 oz oo
(QIZt H7H| X|9) =

_22_



¢itH(Ref ID)

410

1M XHETAL) Ammianickal(2018)
3 HIZ IS
. =2 Patients were recruited by convenient sampling method.
Random sequence generation = ™ ; . >
(219 HIIRA AYA) O== ey were randomized using computer-generated
A = 0284  random numbers.
LIS
Allocation concealment E;Q Allocation concealment was done using serially numbered
(B =AM 2H) 3 %Eﬂw opaque-sealed envelope technique.
Blinding of participants and ORs -We planned to infuse the same infusion rate to both
personnel O3 groups to eliminate observer bias.
(S ROIAL, S CHEE =71E) =S -7 HORIO| St AF 8ig
Blinding of outcome .S The anaegthesmlomst who was |no‘[ involved . in tEe
assessment O=o intraoperative _management _ only _ assesse the
= e post-operative VAS score. The abdomen of the patient was
(B0l Thst =7 1) O == -
== - covered to blind the observer.
LIS _ _ _ _ _
Incomplete outcome data Ej;g Zb 0| 2SRV S Yol Ylotl Ao Feks O|XX| g2 A
(588 ZUXE) Py O HHE
O ==
Lo
Selective reporting E;; D2ES2 KB Y0 igE ADX[E0| DS A2Zno|
(1B HoT) 0 %gw M 2E B0 U
= =
. . =2
l(r';._??ﬂsgl—_?llﬂflugigg support - E:%w Financial support and sponsorship: Nil.
==
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2521

1MIHEHET)

Mouawad(2018)

3

Random sequence generation

(FHE B8N 4Y)

Randomization was performed using a
computer—generated random numbers table with

permutated blocks of ten. The patients were
randomized using a 1:1 ratio after providing written
informed consent in the outpatient clinic.

Allocation concealment
(B =N 2H)

Following randomization, health care providers,
research staff, and patients were not blinded to study
treatment arm.

Blinding of participants and
personnel

(& FOIXL, A0 CTHEH =71)

It was a parallel assignment interventional model with open
label masking, managed per the principles outlined in the
Declaration of Helsinki and approved by the Institutional
Review Board at SUMH (HSR 09-1061).

It is a single—center single—-surgeon study; blinding
was not possible; because the routes of treatment
administration after randomization were obvious in both
groups. Patient perceptions may vary and we made no
attempt to control for previous patient experiences and
what information patients may have received from
family and friends.

Blinding of outcome
assessment
(Hntgo1ol Cist =71)

i

=

[

rk

—_1
g &

gjo

Incomplete outcome data
(E5E8 ZYKI=)

After randomization, 8 cancelled surgery (4 in each group).
Therefore, the data were analyzed with a total of 90
patients (78.9% of anticipated accrual) on an intention to
treat basis.
-Zh 79| ZEX|VH SYolA L3 Aol F&=S O|XIX| 2
o= Wt

A

A

njo

Selective reporting
(MEf& H)

OD2EE2 QAT -0 HaE ZOXIR0| s -2
N BF H1sl Us

Industrial funding support
(217t H7H| X|3)

This research did not receive any specific grant from
funding agencies in the public, commercial, or
not—for—profit sectors
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1M XHESTAT) Capdevila(2017)
CE] HIZ YIS
mLe On the morning of the surgical procedure, the patients
Random sequence generation 0 o were randomly assigned to 1 of 3 groups using a
(RA BiIEEM M) 0 S5l computer—generated randomization table: EA group, CSSA
== group, or control group (Figure 1).
Allocation concealment =5
O=2 g Sl
(B &AM 2H) s
H ==
For both ethical and practical reasons, according to the
Blinding of participants and OR2 Patient Protection Committee request, the control group
personnel H== was not a placebo group and patients were nonblinded.
(S oA, HARA0] dist=718) O 22 Both the patient and the investigator were not blinded at
least up to the first 72 postoperative hours.
Blinding of outcome | s all parameters were recorded by 2 research physicians not
assessment O=3 involved in the primary phase of the study and
(BrE7o]| CH3t =712) == intraoperative patient care
Lto
Incomplete outcome data u o AZx| gl
CEX= kS O == HAT
(E5E8 ZUXE) 0 254
Lto
Selective reporting E oo ZQ ZUHES)0| J2Z2 HAL0] SATS A2 Q5
(MEfN H 1) S aAl HIEFE A0 Z3AIZ = 8IS
==
Industrial funding support E i% Funding: Institutional
(] oo . .
(2IZt 7| XIH) 0] 25t

_25_



HtH(Ref ID) 2535
1M XHESTAT) Araujo(2017)
ke HIZ 2SI
) . LIS
Random sequence generation 0 oo _
(SEE HEIAM AlA) ng In total, 70 patients aged 21 to 89 were equally
D= randomised to the EDA or CWI groups through an
. msS electronically generated list and transferred to
Allocation concealment N=o individual envelopes.
(HE2A 2H) 0S8
another important limitation regards the fact that this
. . Lio
B“ndlgﬁeolf participants and g;o has not been a double-blind study, which was not
persor . SoA possible, considering the different protocols and
(7 ZOIX, SEX0) S =71) W= _ _ _ _ o n
involving medical bedside examination.
Blinding of outcome OR2
assessment O g g2

(Z2rgoiof thet =7H)

=23 i tudy allowing for an
Incomplete outcome data ] = 8 patients were remqved from the study g
(l:l,—gugl. ﬁmxl_ﬂ) =0 equal statistical anaIyS|s
eE == 2 79| 5 BIFT| ol HAIgH 0| BEoA 7I=5X| 42
- - D Liro =] o
Selective reporting - o R0 20| JI2 M0 U, MEiROo= Zts
(MEN H 1) O %gw S6k1 U0 HERZA0| ZRAZE =~ G
Pro bono supply of 30 PAINfusor® 30 catheters has been
m e provided by Baxter. This equipment has been supplied to

Industrial funding support
(Bl7t HH| X|3)

the Department of Anaesthesiology of the Hospital de
Santa Maria as a sample, as it was not included into the
hospital’s stock. The catheters were used in the study
without granting any power to the company in return.
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779

1MIHEHET)

Lalmand(2017)

3

EERE

A pharmacist who was not otherwise involved in the

LIS
Random sequence generation E;; study used a computer program (Randomization.com)
(R e =M ) 0 osa  to randomize the participants into three parallel study
=z3= K . . .
groups in blocks of 12 with 1:1:1 randomization.
. O%2
Allocation concealment <o 43 o= oo
== m=s
This prospective randomized controlled, double-blind
. . Lio ,
Eg:igﬁ;f participants and Ezg study included pregnant women admitted for planned
(G171 RIOJR}, ITLKIO| CHGH V1) [ 23t cesarean dellver_y with Pfannenstiel incision at rugmann
University Hospital.
From randomization until completion of the statistical
- analyses, the patient, the anesthesiologist in charge,
LIS
aB{IgI:;:ISIr;?nZ;?utcome Ef:_g and the study staff responsible for collecting data
IIco .
(AT THE SE712) 0] 23t were blinded to the treatment group. The collected

data were stored in a locked cupboard in the
department of anesthesiology

Incomplete outcome data
(E5E8 ZUXE)

We included 60 patients per group to account for potential
loss of results and/or protocol violations. Finally, to account
for exclusions after randomization, we recruited an
additional block of 12 patients with the same random
sequence as initially used, achieving a total of 192
recruitments.

-0|2 ZFAPtH Lol Yol 200 k= OIRIA fE A=

ot
| By B e |

Lo
Selective reporting gig O=EZ2 GAIDH A0 g ZutKEO0]| Cholf S-1Zno0
(M| =) DESy MBS ETSmS
The materials used for the study (catheters and
i elastomeric pumps) were partially funded by a grant of
Industrial funding support ng $6000 (USD) received from the Belgian Association for
(217 HH| X|H) D%gw Regional Anesthesia (BARA; BARA 2012_170912). The

remainder was funded by our department of
anesthesia.
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91

1XMXH(ESHAT) Telletxea(2016)
CE] HIZ 2SI
Rand i =S Patients who agreed to take part were randomized to
(nagh??lruﬂijﬁlﬁrgjeg?enera 1on Ooss wound catheterisation (treatment group) or standard
L e O Es post-operative  analgesia  (control group) using a
computer—generated schedule obtained using SAS
Allocation concealment H=S randomization software.
(HHE2N 26) ] %% Allocation was concealed to all except the principal
e O investigator.
Blinding of participants and Oue As in any stud_y evalqatmg t_he qua||'ty Qf_analgeS{a on the
ersonnel W2 basis of perceived pain, patient subjectivity may influence
?oq:rl 0K, GITAI0) CHEH 1Y) O S5l findings. Aside from randomization to the treatment or
- T =eriE === control group, the study was not blinded.
Blinding of outcome O3S
assessment =8 e ez
(2210 oist =7 12) m=
LIS _ _ _ _
Incomplete outcome data Ej;g Zh Ol Lot ZEX|7F 20| FA 2 OIXIX| g A=
(2528 ZuAR) 0 oo HEE
=23=
LIS
Selective reporting E oo D2EE0] UL AL gl ZOEKHO| CHoll AZn0A
(MEfN &) O %gw 25 Hst U
= =
Lo . . . . .
Industrial funding support I;g Ehls clinical t:(laIvae?sh hasd reCcen/ed funilfr:cg. fI’OI’Tfl tEe
(317} Gi7H| X|2) T epartment of Health an onsumer airs of the
= =] Government of the Basque Country (N © exp 2011111058).
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1XMXH(ESHAT) Zheng(2016)
pak HISEAH

—a prospective, randomized and double-blinded study
-The patients were divided randomly into the following

Lo
Random sequence generation E oo three groups according to a computer-generated
(RER] HiIEEM 4) ngw randomization code: CWI with 0.3% ropivacaine (group
= CWI), PCIA with morphine (group PCIA), and epidural
analgesia (group EA).
. oys
Allocation concealment 0 oz gl

(HiE A 2H)

Blinding of participants and
personnel
(ST EOIXt, XL ChEH =7 1)

a prospective, randomized and_double-blinded study

Blinding of outcome

Effectiveness and safety of the three analgesic methods

oo were evaluated by the same acute pain service (APS) team
assessment =S ho were blinded to the entire anesthesia procedure and
(Zamoo) tist =712) 0 =5t who were blinded to the entire anesthesia procedure a

analgesia approach.
H =3 -Qverall, 75 cases were recruited to this study (25 per
Incomplete outcome data o d all pat full leted th d
(2223 ZUNE) O=8 group) and all patients successfully completed the study.
=== O NI
. . O%=2 = s
Selective reporting ol FQ ZIRNEE, USAEY)0| IHIZ HAIZ0 SR
(ME 2 1) S5l ZuE = Qlsh IJ1IEfE’i101| TS 5 B3
O ==
. , O%2
Industrial fund;ng support O=o o1z 9o
(DUZt A7H| X|9) B =3

_29_



HH(Ref ID) 3066
1XMXH(SHAT) Lee(2016)
CE HIZ IS
_ m e —Patients were randomly allocated following a simple
Random sequence generation O co randomization procedure to one of two parallel groups in 1 :
(FHE A 4E) =8 1 ratio to receive subfascial ropivacaine continuous infusion
- (R group) or fentanyl IV PCA (F group).
- A random sequence was generated by
Lt _ . K
Allocation concealment | bl computer qen_erated allocation numbermq
(HHEAN 2m) O Eo (W\/\_/vv.randomlzer.org) and allocation concealment was
O ==t achieved through sequentially numbered concealed sheets.
Blinding of the operator was not applied in this study
because R group patients received wound catheters and F
- - Lto group patients did not.
Blinding of participants and D;o In an attempt to reduce the risk of bias, the research
personnel W=s investigator who recorded the postoperative study
1 RIOJX} ALK St=7Ed SEH4Al ) o
(27 HOIRL, ATAI00 T2 B 0= parameters was not informed of and was oblivious to the
presence of the ropivacaine infusion device. However,
blinding was not complete in this study.
Blinding of outcome m e In an effort to reduce the risk of bias in this study, our
9 s assessor was not informed of and was oblivious to the
assessment U&= f d devi hile | tigating th .
(70 Chat =712)) 0 28l presence of a wound device, while investigating the pain
scores, side effects, and IV PCA infusion doses.
mLe Violation of intervention protocol: IV PCA regimen set to
Incomplete outcome data 0 o receive a continuous infusion of 1ml/hr rather than
(EsEsct ANXE) 0 EEDMI 0.5mg/hr (n=2,included in the analysis for intention to treat
=52 analysis)
Lo
Selective reporting E oo OI2EZ0| Q1 Ak HZE ZUX|H| CHoll HTPAD0IA
(M2 E) B

Industrial funding support
(B17t HH| X|9)

Acknowledgments
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However, this study received On-Q PainbusterTM (I-Flow
Corp., Lake Forest, CA, USA) product supply from B-Braun
corporation, without prejudice nor other financial support.
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1XMXH(ESHAT) Mungroop(2016)
FY

Random sequence generation

(FHE B8N 4Y)

Allocation concealment
(BN 2H)

-Patients were randomly allocated (1:1) to continuous
wound infiltration or epidural analgesia. Randomisation was
done centrally using a web—-based randomisation module
and stratified according to centre and type of incision
(subcostal vs midline).

-Computer—generated permutated block randomisation
with a 1:1 allocation ratio and concealed varying permuted
block sizes of two, four, six, and eight patients was used.

Blinding of participants and
personnel

(G BOIAL, AR CHEH =71)

=In this randomised controlled, open label, non-inferiority
trial

-Because of the invasive nature of the interventions,
neither the trial participants nor the investigators were
masked to group allocation.

Blinding of outcome
assessment
(Z2rg71o]| Cist =71)

—_1
oz &

ajo

Incomplete outcome data
(E5E8 ZUXE)

-All analyses were done_on the basis of a per—protocol
principle. Our primary endpoint was first analysed per
protocol, with a secondary, supportive modified
intention—to—treat analysis, since use of an intention-to
treat analysis as the primary analysis of a non-inferiority
trial might introduce bias to no difference, which could
exaggerate estimates of equivalence.

-The modified intention—to-treat analysis yielded similar
results (table 2)

Selective reporting
(MEN 2 1)

Holixl IREZES 2
o

Aaro)| g ZUX|HO| CHal I+
ZNoM 25 B08tT U2

Industrial funding support
(RIZH H7H| X|2)

This study was solely funded by departmental sources of
the Departments of Surgery and Anaesthesiology of the
Academic Medical Centre, University of Amsterdam,
Netherlands.
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1MXHESTAE) Elshamaa(2016)
s x|

Random sequence generation

(FHE B8N 4Y)

Allocation concealment
(B =N 2H)

The  patients  were  randomly  divided, using
computer—conducted concealed envelope method, into two
equal groups

Blinding of participants and
personnel
(S RO, HLAOH CHEH =7 13)

patients as well as the anesthesiologist and the surgeon
were blinded to the type of the medications infused and

Blinding of outcome
assessment
(Hotgo1ol Cist =7H)

the master codes were kept with a person that does not
share in the collection or analysis of the results.

Incomplete outcome data
(E5E8 ZUXE)

Selective reporting
(M1Ex] H7)

Industrial funding support
(217t HH| X|3)

The author would like to thank Erfan & Bagedo General
Hospital for financing the current study.
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1MXHESTAE) Hotta(2016)
R HIERIE

Because surgical incision can be extended cephalad by the

. H=3 result of the pathologic examination during surgery,
Random sequence generation Zo . dornl ioned | :
(SfQ| BEAM A O&s patients were randomly assigned into one of two groups
T =e O =3 using computer—generated random numbers just before
the wound closure
. 0%e
Allicia:clonoconcealment O=s 1 o3 gl
Blinding of participants and Oue this stL_de was not blinded. As hthg stu;??/ design _vvasl
personnel g compﬁrlspn bﬁtvveer) tvvlo grohups aV|ngdd|_ eren’;1 regiona
5 = os anesthesia, the regional technique used in each patient
o171 XIO{A}, GITLK] bEgl SHAl .
(2 FOIX, SITAl0l Chet 7R Dy SeSTIE
Blinding of outcome e -In order to reduce any bias, th(_e data were collected by
co observers who were not involved in the study.
assessment H=s -Data were collected by observers who were not involved
(ZmH0| st =712)) Osgs Y
in the study.
e
Incomplete outcome data u o A=3| oo
(2525 20X Ossa ==
Lo _ )
Selective reporting E oo D=EZ ofo] A7LHolM g et 20X R0 il Z0E 2F &
(M H 1) 0 %g‘w ot S
= =
. . OS
Ir;dustnal fund;ng support O=o 3 of ge
(212 2474 K|2) m=oy
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1XMXH(ESHAT) Klasen(2016)
3 HIZ IS
Lto
Random sequence generation Ej;g —Patients were randomly assigned using a computer
(RE2] HiI™2A AA) 0 %iﬂw generated table using a permuted block design with a 1:1
allocation ratio ~
Lo
Allocation concealment g oo 13 012 ol
m ==
indi ici Lo
Eg?g;ﬂﬁ;f participants and Ej;g prospective, randomized, open-label, two-parallel group
(7 ZOIK, PR istETl) Oz S
i i Lo
Blinding of outcome U s Another limitation was the lack of blinding that could have
assessment _ e affected both the parturient and medical assessment
(210 tist =7 12) O =24 '
LIS _ _ _
Incomplete outcome data E;g £ o RF AL DYoL, LR EEX|Q ARTL
(2528 Zuil=) Dggw SYold 20| 2 Feks OIXIX| Y= ALz HHE
==
Lo
Selective reporting E;; R R ZUUNES, U= AB™)0| IHEZ M= S
(1B HoT) oAl A = Qs HIEFZAM0| &AL =~ 812
O =2
Lt
Industrial funding support u o The sponsor of the study was the Assistance Publique-Ho"
(DIZt A7H| X[H) 5 %iﬂw pitaux de Marseille, France.
==
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1M XHESTAT) Dowidar(2016)
a9 CEERE
Lo
Random sequence generation E oo
(A9 Hi™2N AA) 3 %g‘w 60 patients were randomized preoperatively using qlosed
- envelops and computer generated random numbers into 2
Alocat I . mLue equal groups,
ocation concealmen
O=2
(Hi™z=A 20) S
O =2
Blinding of participants and =2
personnel O== A blinded nurse, not participating in data collection read the
(ST FOIXL, HER0) St =71) D=4 patient s number.
The participants and people analyzing the data were also
Blinding of outcome =S blinded. All the randomized patients completed the trial,
assessment O=2 Fig. 1.
(Hotg71ol| Cist =7H) O =24
Lto
Incomplete outcome data u o A=3| oo
Hx =S 7 = =] =25 EIN=]
Lto
Selective reporting E ro F2 ZIRNEE, U= ABH)0| I2HIE HA|E0 S&XSH Aot
(MEN H 1) 0 %iﬂw B2 Oloh HIERZ A0 A =~ 8IS
. . H=S
Industrial funding support <o Self funded (the authors supported the study by
(2IZH H7H| X H) 0 %Eﬂw themselves).
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1XMXH(ESHAT) Jolly(2015)

g9 HIS2 S

Random sequence generation e FJ,who had no role in the eligibility assessments or patient
(=5te| Hﬂ,gﬂ)q g,g%; == inclusions, manually achieved the randomization in a 1:1
T = £3514  ratio and in blocks of 4.

o Using a list of random numbers, FJ placed each number in
= an opaque sealed envelope before study initiation. This
g‘w envelope was opened by the treating anesthesiologist
immediately before the patient entered the operating room.

Allocation concealment
(HiE=AM 2H)

o Neither the patients nor the physicians were blinded to the
=5 treatment arm.
=24 The unblinded design may have resulted in bias.

Blinding of participants and
personnel
(ST EOIXt, X0 ChEH =7 1)

Blinding of outcome
assessment
(Z2g71o] Cist =71)

= All study outcomes were routinely collected by the nursing
= staff using a specific monitoring chart and entered daily into
== the study database by FJ, who had no role in patient care.

Ooom  OEQg | 0ddm | O0O0Om.
In
0

= I o
ZERES

| H=3 -To compensate for possible early discontinuation of the
ncomplete outcome data Co Cr .
(2255 ATXR) O=s study treatment due to technical issues reported in a
=== O =24 previous trial [21], we decided to include 12 additional
women, i.e., 68 women in all.

. . O%s _
Selective reporting - o ZQ ZNNEE, YS AEH)0| 2T E HMAIEO ST Bt
(MEN 2 1) O %gw B2 OIoH HIERE M0 ZAZ == 81

==
Funding
Oue The continuous wound infiltration devices used for this
Industrial funding support - oo study was donated by Baxter Laboratories (France), which
(DIZt A7H| X|9) = %g‘w had no role in the design or analysis of this study.
==

Departmental funds were used to review the manuscript in
English.
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otH(Ref ID) 1924
1MXHESTAE) Barr(2015)
R HIERIE

Patients were randomised in parallel to receive
post—-operative analgesia by either TEA or WIC for the first
48 h after their surgery.

Lto
Random sequence generation E co Pharmacy staff in each centre determined allocation using a
(A9 Hi™2N AA) 0 5l pre—prepared randomisation schedule using permuted
=== blocks of variable size, and the anaesthetic department was
informed by email.
Lo
Allocation concealment E oo
(HH&I2=A 21H) - ;‘g‘w To facilitate blinding of the study, details of treatment
=5= allocation were not revealed to the patient, research nurse,
Blinding of participants and mue ffasearch fellowﬂor surgeon. To achleve double blinding,
personnel =2 double dummy’” administration technique was used.
(27 BOIXL, GR0] ChSt £718) (] ety
i i Lo
Blinding of outcome .;?, In this study, the outcome assessors and patients were
assessment e blinded, which is important to minimise bias
(Zarolof et E7H) 028y P -
=3
'(’;Ciﬂgfifﬂ‘}’;%me data O=s All data were analysed on an intention to treat basis.
e = O ==
LIS
Selective reporting E;; D2EFE M=0 AL A5E ZaUX|H0H| Cthef HLZAn0|
(MEfN &) 0 %s;zpé. M 2E B8t U
This paper represents independent research funded by the
National Institute for Health Research (NIHR) under its
Research for Patient Benefit (RfPB) Programme (Grant
Industrial funding support H=S Reference  Number PB-PG-1207-15004) and was
(@IZH G| XI%)g PP O=2 registered with ISRCTN2734773. The views expressed are
== O g8 those of the authors and are not necessarily those of the

NHS, the NIHR or the Department of Health. The funding
body did not have any role in the planning of the study,
recruitment, data collection or analysis.
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HH(Ref ID) 2241
1XMXH(ESHAT) Machoki(2015)
ke HIZ 2SI
. | s An online computer random number generator,
Random sequence generation co (http:// domi ) d h
(A HIRIAA] AA) ] "o ttp://www.randomizer.org), was used to create the
A O == random number sequences for the two parts of the study.
Lo
Allocation concealment E oo
(HiE=A 2H) 0 51l Study participant group allocation was revealed only to the
= principal investigator, the operating surgeon,
. . ') o i |
Blinding of participants and Oue gnesdthe5|olog|st and the data and safety management
personnel H=2 oard.
(ST FOIXt, A0 St =71) O =
-To ensure blinding during pain assessment, the patient
wound dressings were identical in all groups and left in
place for the duration of the study.
Blinding of outcome =2 —-The pain assessor was blinded to the post—operative
assessment O=2 treatment allocation.
(Zzrg71ol thst =71) O ==
—All patients in the study were assessed for pain by the
same_pediatric pain specialist, who was blinded to the
treatment arms, using the same pain scale and at equal
intervals of up to 6 hourly.
. LIS _ - -
Incomplete outcome data 5 o o 25 RAft £E202 AFX|7F oI 2Wo 2
(588 FUxE) D%g@ g2 OIXIX e Aoz HHE
Lo
Selective reporting E s DZEEZS M= ARYHO| Hge 22X R0 oo S22
(1B HoT) 0 %gw M 2E B0t U
==
. . =2
Industrial funding support Lo . : )
(17F G1LH| X2 ES Conflict of interest: None
O =54
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HtH(Ref ID) 1595
1M XHESTAT) Kong(2014)
g9 CEERE
LIS i i | i
Random sequence generation O =5 Via a rz_andom|zat|on procedure, 31 patients were a[locat_ed
(SRES] bR A] AbA) O== to the intravenous (IV) PCA group and received pain relief
T = W=&4  viaa PCApump
. ORS
Allocation concealment 0 ;%E e
(Hi™z=A 20) o
=24
Blinding of participants and O%2
personnel O=S Pur==)
(S ROIAL, S CHEE E71E) =S
Blinding of outcome =2
assessment O=2 g g2
(Hotgo1ol Cist =7H) O ==
Lo
Incomplete outcome data u o A#=z| oo
HxHS =4=] == AT
(E5E8 ZUXE) O 23k
LIS
Selective reportin u oo D=EZE2 QK A0 A5 ZatX|HEO0]| thalf S-1Zno|
g D %[:E — = o
(MEX 21) Oosy ARFEISIAE
Lo
Industrial funding support E oo Confiict of interest
(217 H72H] XIR) 0 %Eﬂw The authors have no conflicts of interest.
= =
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At (Ref ID) 1528

1M XHESTAT) Kilic(2014)
ke HIZ 2SI

) . LIS
Random sequence generation 0 oo
DIXEO| A A] AHA oo . .
(FH A YY) ==t They were allocated using computer—generated list of

random numbers in opaque sealed envelopes to receive
Lto ; ; ;

Allocation concealment E s either subfascial or epidural catheter at the end of surgery.
(ByE2A 21) O=g
Blinding of participants and ORs Therefore this study is not designed to be double blinded
personnel m=S which can be seen as a limitation affecting the strength of

(A BORL ARK OiSt =71) O 24 our results.

Blinding of outcome O%=2
assessment O=2 g g2
(Hotgo1ol Cist =71) ==
=2 = 5 = - sto
Incomplete outcome data co F o BF gARH 2FAPF YoiRT 200 2 Jes
(E5E8 ZUXE) O S5l DIXIX| kg Aoz HHE
===
) ) D LIS _
Selective reporting - oo FQ ZIRNEE, s M8H)0| JIHE=Z HAI= 0 SREe A2t
(MEN H 1) 0 %g‘w B2 Oloh HIERZ A0 A =~ 8IS
m LS Conflicts of interest.
Industrial funding support 0 s The authors certify that there is no conflict of interest with
(217 3| X|R) 0 %Eﬂw any financial organization regarding the material discussed
==

in the manuscript.
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At (Ref ID) 2054

1XMXH(ESHAT) Fassoulaki(2014)
a9 CEERE
This prospective randomized, observer-blind, single—center
study
(Dagrérzﬂziﬁrﬁ%?eneratlon O== Patients were randomized by the third author (AM) to the
— e O =54 epidural  or  subcutaneous  group using a

computer—generated table with random  numbers
(http://www.randomizer.org)

Lo
Allocation concealment g;g 54 o}z ofo
m ==
=This prospective randomized, observer-blind
single—center study
Blinding of participants and O —Ethical reasons and patients’ refusal prevented the
personnel H== investigators from inserting an epidural and a subcutaneous

(ST ZGIAL, AR CfSt =718) O &4 catheter in all patients to assure a double-blinded study
with active and placebo infusion according to the group

assignment.

Blinding of outcome == ~the lack of double blind design of the study. However,
assessment O=s analgesic requirements and pain intensity were recorded by
(A2ry71of tist =7 1) mE==S| an anesthesiologist not involved in the analgesic technigue.

LIS _ _ _ _
Incomplete outcome data B o T o B RARH 22X Yo 200 2 Jeks
(ESEs5HdR=) 0 S5l O|X|X| 2 Ae=2 HHE

=5

. . | s =o <

Selective reporting o OD2EZ2 PXITH AALRH AZE ZotX|HO| CHal A2

I = o

LS The authors have no conflict of interest to declare. No

Industrial funding support 0 i; external financial support has been provided. This study has
(T2t H2H| X[¢) been supported by Departmental sources only (Aretaieio
Hospital, University of Athens, Athens, Greece).
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SH(Ref ID) 3519
1XMXH(ESHAT) Chandon(2014)
3 HIZ IS
Lo
Random sequence generation E oo
(] H A AlA) 3 ng randomization was performed using a computer—generated
= set of scratch cards with blocks of 6 and a ratio 1:1 for each
LS arm, and patients were assigned to one of the two groups
Allocation concealment 0 o for postoperative analgesia TAP or CWI.
(B =AM 2H) gy
O =
indi ici Lo
Etlelrsd;:?u:lf participants and Ej;g For ethical reasons, patients and investigators were not
(17 ZOIK, OIAjol st 7R Do=ay  Dinded:
-nurses, not involved in the study, from the mobile pain
unit_assessed patients 3 hours post-cesarean delivery, ~~.
Blinding of outcome .S fThey collected also every adverse event of the techniques
o or safety concern. During the assessment, the women
assessment H=s were asked to rate pain with~
AT CHEH =712 = 5LAl i . )
(23437100 T3t =7H2) H=== -One month post-delivery, the women were interviewed
by phone by an investigator blinded to the patient’s group
assignment.
The Intention to Treat population included all patients that
0o were randomized to the study whatever the treatment they
Incomplete outcome data - oo actually received and the Per—Protocol population includes
(EsEs duitz) 0 ng subjects who completed the follow-up in each group.
= -F ot S0t 25X o X0V Lo, PPEA AMAEE
HAlGIRAZ
LS -
Selective reporting E o F2 ZINSSAH)0| JIeHE2 FIAH0 S2et 22 QI
(MEix 27) 0 %ijg off HIERZ A0 ZSAIE 4= B2
. . =2
Industrial fund;ng support O=2 Funding: The authors have no support or funding to report.
(1z+ 4| XI2) 0=y
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HH(Ref ID) 3722
1M XHESTAT) Chung(2013)
L HIZ22I3)
. ORs Twenty patients consented to use a pain control device
Random sequence generation co followi | o q dom|
(SxfQ| HYEAM AA) =5 ollowing gynecology oncologic surgery and were randomly
A W =3 divided into two groups of ten.
Lo
Allocation concealment g;j ojz oo
(Hi™z=A 20) gy —E e
=
Blinding of participants and O%2
personnel = oz gl
(S ROIAL, S CHEE E71E) =S
Blinding of outcome O%=2
assessment nE= oz oo
(Hotgo1ol Cist =7H) ==
Lo
Incomplete outcome data u o A=3| oo
CEX= kS ] == HATO
(E5E8 ZUXE) ] 28tAl
S . - | L;':r% I 20O oix|o HEH g ANK|E ol 247
elective reporting O =o D2ES2 QIXITH S0 OtgEl ZOX|EO| Chal St
oo | = o
(MEX 21) Oosy ARFEISIAE
Industrial funding support =S
(& e m ==y
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AtH(Ref ID) 1707
1MXHESTAE) Jouve(2013)
s x|

Random sequence generation

(P HI-=A 4Y)

Allocation concealment
(B =N 2H)

patients were randomly assigned in a 1:1 ratio for parallel

arms and using a concealed allocation approach
(computer-generated codes; SEM software, version 2.0)20

with sealed envelopes to ~

Blinding of participants and
personnel

(G BOIAL, AR CHEH =7 1)

This prospective, randomized, double-blind, single-center

study

Blinding of outcome
assessment

(Z2rgoiof thet =7H)

Study investigators, but not anesthesiologists, were blinded

to treatment assignments.

Incomplete outcome data
(E5E8 ZUXE)

T o R2F 2det 2FIPE 20| 2 FEgE FA
7

Aoz MHE

Selective reporting
(M1Ex] H7)

U E(ES Y MPA4)Q 2T} THT2 HAE0| HT
AL T2 Ol DEIZAN TN 4 g2

Industrial funding support
(Bl7t HH| X|3)

Support was provided solely by institutional
departmental sources.

and/or
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¢itH(Ref ID)

1821

1MIHEHET)

Boulind(2013)

3

Random sequence generation

(FE A 4)

—-The randomization schedule was prepared by the trial
statistician  using a computer—generated list of
pseudorandom numbers. Permuted blocks of variable size
were used and randomization was stratified by trial centre.

. = -It was held securely within the pharmacy and was
ﬁjlﬁ%:fﬁrgglgcealment O=2 inaccessible to other members of the research team,
= O 254 maintaining effective allocation concealment.
—Details of treatment allocation were not revealed to the
Blinding of participants and | = research nurse, research fellow, surgeon or patient.
personnel O=2
(S oA, HARA0] dist=718) O 22 -The double-dummy blinding technique was implemented

successfully for all patients.

Blinding of outcome
assessment
(Z2rg71o]| oist =71)

Despite some scepticism about the ability to lind this trial,
a formal assessment found the blinding to be successful.

Incomplete outcome data
(E5E8 ZUXE)

Completeness of outcome data was also assessed, and
data were analysed on an intention—to—treat basis.

Lo
Selective reporting 529 D2EZ0| ZA5ID A0 OIF5 ZUNEY s Zas
(=™ 2) Ooey  2F 2061 98
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SH(Ref ID) 2257
1M XHESTAT) Renghi(2013)
ke HIZ 2SI
) . LIS
Random sequence generation 0 oo
(FE] HiEEM 4Y) 0 %;w
The_randomization, which was created by a computer,
was contained in opague envelopes that were opened upon
Allocation concealment =2 the patients’ arrival in the operating room.
O=s
(Hon-l_J':_kI %Iﬂl) n gépu
indi ici e
Bg?:é:ﬁ;f participants and E o To ensure that all personnel were blinded, all patients had
?04-71 HOIKL, IR0 i3t 1) O %iﬂw identical infusion pumps visible at the shoulder level.
L (=] 5 L= /o ==
. . Lo
aBS“:gS";?nZL?umome E oo In the postoperative period, data were collected by doctors
(ZTmI0 Tt =712)) 0 %gw and nurses blinded to the analgesic regimen used.
m =3
Incomplete outcome data =2 Ax7| Q2
(S5 2a%2) i S e
O =4
. . O3S - e -
Selective reporting o UL XHLHES)| Cfoh T2iEz FAIZ0 SkMSt ZajE 2 Olsy
(MEiA 27) O %ijgl HIERZAM0 ZEAIZ &~ 22
. . O3
Industrial funding support 0=2 2 o1z gl
(II:I_I?_I' E:I'I'Hl XI"od) [ %§}AI
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HtH(Ref ID) 3188
1XMXH(EHAT) O'Neill(2012)
L HIZ2IS
. H=3
Random sequence generation =
(B HIEZM AA) 0 EEDMI After written informed consent was obtained and before
=== initiation of anesthesia, patients were randomly assigned,
LS through a computer-generated random number list
Allocation concealment 0 co concealed in an opague envelope,
A o T o
(HH%lT'_'kI E]I:“) D %i}%'
Blinding of participants and O %2 An important limitation of our study design was that the
personnel == patient and nurse were not blinded to the analgesic
(7 FOIX, HER0) st =71) O =24 technique.
Blinding of outcome | s we conducted an assessor-blinded, randomized study that
assessment O=2 aimed to compare the efficacy and side effects of these
(Z2Fyo10) Chist =71 =84 analgesia technigues
LIS _ _ _ =
Incomplete outcome data 5;; £ =9 A=X7} YoM Lot 20| Fes FX YUsS
(S22 20N2) D25y o= mog
==
Lo
Selective reporting = o UL XHLHES)O| Cfoh T2iEz FAIZ0 SkMst ZajEu2 Olsy
I =
(MEiA 27) 0] 2514l HIERZAMO ZEAIZ &~ 22
Funding: B Braun and Baxter were contacted
Industrial funding support = simultaneously by the authors to provide the devices to
(@IZH G| XI%)g PP == perform the study. B Braun declined and Baxter showed
b O =4 interest and provided the devices for the study. There was

no financial support for this study.
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AH(Ref ID)

2776

1MIHEHET)

Bertoglio(2012)

3

Random sequence generation

(FHE A 4E)

Patients were randomized using a computer—generated
randomization schedule on a web-based system at a

remote site made available to authorized researchers.
Enrolled patients were allocated a subject number in
sequential order of their enrollment into the trial and
received CWI or CEl analgesia using the central
randomization system.

. O3
Allocation concealment O ;% 2 oz g2
(e 2H) =S
Blinding of participants and ORs
personnel =8 o4 og els
(ST EOIX, A0 ChSH=71) W=
Blinding of outcome LS Proper funotlgmng of the Qlastomerlc pump and collection
o of the patient’s postoperative pain evaluation was made by
assessment H=s PACU and surgical ward nurses blinded to the study
(2arapiol ot t=712)) B o
Lo _ _ _
Incomplete outcome data u o T 0| 2EXPF BE LdYOIRCOL 8 TisT 222
(2525t ATRR) Os5y HoE
Lto
Selective reporting E co UL KHZAES)0 CHolf J2HE2 HA=0 SRS 2t 2 Qls
(M H ) O %g‘w HIEREMO] ZEAIZ & 22
Lo
Industrial funding support E;; Supported by intramural institutional and/or departmental
(217} H72H] XIR) 0 %Eﬂw sources.
= =
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AH(Ref ID)

836

1XMXH(ESHAT) Kainu(2012)
CE] HIZ YIS
mue -This prospective, randomized, double-blind placebo
Random sequence generation 0 oo controlled study
(] H A AlA) O Eg‘w —Parturients were allocated to three groups, using
== computer—generated random numbers
. 04
Allocation concealment O=s 2 013 9o
(BN 2H) oo
W=
indi ici Lo
Eg?g;ﬂﬁ;f participants and E oo -This prospective, randomized, double-blind placebo
% 2 g controlled stud
(17 201X}, AKj0l LSt 71E) () =8t Y
—Investigators collecting data were not aware of the group
Blinding of outcome =S assignment.
assessment O=s —-The study drugs were prepared by an anaesthesiologist
(ZrH710]| TSt =7H) O == who was not participating in the care or evaluation of the
parturients.
LIS _ _ _ _
Incomplete outcome data E;; BEX7t RARRE 1 ARRZ Hdlol e Zu| 2 Feks X
(E5E8 21K=) 0 %gw g Aez MHE
==
Lo
Selective reporting WS nmeeze gmpt eimww) oiZE ZIXE e SRl
(M2 1) Degy  MEF RIS
=
Industrial funding support =S
O=2 oA g 8l
(DUZt AH| XI9) oAl
=2
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At (Ref ID) 2768

1M XHETAL) Almeida(2011)
39 HIZEAH
andom sequence generation O=o g Qs
(] H A AlA) - %iﬂw Patients were randomized into two groups.
==
LIS
Allocation concealment g;; ojz oo
(™A 20) gy o e
==
Blinding of participants and O%2
personnel O=S Pur==)
(S RO, AR CHEH=71E) W =2
Blinding of outcome O%=2
assessment O=2 g g2
(Hotgo1ol Cist =7H) ==
m S one patient in Gll was excluded from the study due to early
Incomplete outcome data o catheter disconnection.
(BEESt Zux=) 0 S5l -5t ZOIM ZEX|7H LMot CL Ao 2 FYE FX| L2 A2
=== 2 IL._}‘B%!
Lo
Selective reporting moc 72 ZIRUSE 2 AE UEE0| THI2 HAE 2
(1B HoT) 0 %gw S A n= QIoH HIEFZA0| AL =+~ QI3
==
Lo
Industrial funding support = o olz ol
o oo =g HAO
(DUZt A7H| X[2) =
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¢itH(Ref ID)

4556

1M XS TAHE) Magnani (2006)
a9 HIZE S
Lo
Random sequence generation g oo
(RRQ] HREA 44) mosy ..
On_-lr:i EIN=]}
. o= - Twenty patient’s, scheduled for elective cesarean
Allocation concealment Dig ny P . o e
(HHRAA 2TH) O =3 section, were included in this double-blind
esT= =2 randomized study.
Blinding of participants and Owe - randomly assigned into two groups to receive~
personnel O=3
(ST EOIX, A0 ChSH=71) W=
Blinding of outcome O3S
assessment O=2 Par=piec
(Z2rg71o]| oist =71) m =&
=2
Ir;cgrg&lete outcome data O=e AZz| ol
( xT'_‘on_I' ﬁﬂﬂfﬂ) Dgg}g
A0 AZE pain VAS At ZE0|2 AL US
Oue - (Methods) Postoperative pain was assessed by the
Selective reporting .;g patients using a visual analogue scale (VAS)~
(MEYX HTT) D%gw - (&) The two groups differed in their VAS scores
o= with group A experiencing significantly less pain
than group B;
i . LIS
Industrial funding support =2 olzoio
(217 i8] X 2d) mogy oo
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At (Ref ID) 3024

1M XHESHAT) Lau (2003)
3 HIZ YIS
. H=3
Random sequence generation O=o
(FAS HPEM 4Y) O S5iAl . . .
=5z Eligible patients were randomized to two arms of
. mse treatment by random number.
Allocation concealment =2
CEERE) 08
Blinding of participants and O%2
personnel H==

(G ZOJX}, GIRAI0| ChBH=71) [ 280 Our study has been limited by the absence of a

placebo pump and lack of blinding of patients and

Blinding of outcome O Li% evaluators.
assessment =S
(Z2tg71o]| Cist =71) =
Lo
Incomplete outcome data co AZF| ol
B H S 74 ] == HATY
(Es‘.':?_l' E-'—I'xl'ﬂ) 0 %i_!'%'

. ; O3 oL = .
Selective reporting B o -39 ANHEE)0| JAHIZ HMAL0] SAHst A2 1oy
(MEi& 2) . %_;w HIERZ A0 ZEIAZ 2= 812

==
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¢itH(Ref ID) 3021

1XMXH(EHAT) Cheong (2001)
L HIZ S
Lt
Random sequence generation E o
(T2 =N 4Y) N - a prospective randomized study was conducted~
. === A ) A K
T - they were randomized to receive either continuous
. D = | i ~
Allic?:clonoconcealment . ;% subcutaneous wound infusion
Blinding of participants and O%=2
personnel O=s A=eUS
(S ROIAL, S CHEE E71E) =S
Blinding of outcome O%=2
assessment O=2 ==
(Hotgo1ol Cist =7H) ==
=2
Ir;cgrz&le;? outcome data Oee Ax7| Q2
(S5t Aux}R) D=aw
. . . Lir% =O OHT|o HFEH o Z4 T ol 24
Selective reporting O=o L2EZ2 YA A0 Aol ZoX|HE0| o S22
(e =) D=y AEFEIGHIAUS
=z3=
. . O%=2
Industrial fund;ng support o olzgie
(DIZt A7H| X[H) =
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SH(Ref ID) 3605
1M XHETAL) Gomez-Rios (2022)
a9 HIZEAH
Lo i i - ; ;
Random sequence generation I;z This was a single cehter, prospectlve, random|zed,
(219 HIIRA AYA) ] =S placebo-controlled, triple-blinded study. Using a
O == computer—generated random allocation sequence (R
v3.6.3, The R Development Core Team), patients were
Lio . . . .
Allocation concealment [ | ;?, _random_lzed ‘Fo receive either c_ontln.uous wound
(HIE2M <) H=s instillation with 0.35% levobupivacaine (group L) or an
= equal volume of saline (group S) after cesarean delivery.
Blinding of participants and [ s The patient, the attending anesthesiologist, the data
personnel == collectors, and the data analysts were blinded to group
(ST HOAL, AR et &=71) O =284 assignment.
Blinding of outcome H =S All postoperative data were collected by a single
assessment O=ss anesthesiologist (M.A.G.R.) who was blinded to group
(Za-gotol tist =71) O2&4  assignment.
AER7L 27E QA LEIR, |els RARRK(Figure 1)
Incomolete outcome dat = - (&Xi=%) Discontinued intertvention (PCA
(ﬂcih,%f,?ﬂ?;}g ¢ data 0= disconnection (n=1), protocol violation (n=1)); (2/35)
=== O == (CH=3) Discontinued intervention (Postpartum
preeclampsia (n=2), protocol violation (n=2)); (4/41)
. . Ose .
Selective reporting 0 =3 UL ZINES XH)7H I Z(Figure )28 HIA|=|0]
(MEfN &) - %g‘% STt 21 815 ot U0 HERZAMN| ZEAE = SIS
. . ~He Funding: This study was supported by a
Industrial funding support D;o ! g- 1his study was supp Y
° == noncompetitive grant received from Abbott
(DIZt A7H| X[2) == _
O =2 Laboratories.
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otH(Ref ID) 2774
1MXHESTAE) Lee (2021)
s x|

Random sequence generation

(FHE B8N 4Y)

Participants were randomly assigned to the ropivacaine
or placebo groups at a 1:1 ratio using a random
permuted block randomization algorithm via an
interactive Webbased response system (https
://www.rando mizat ion.com).

Allocation concealment
(HiE=A 2H)

Blinding of participants and

personnel

(&7 FOIRE, AEXI00 Cht =7 1)

- The allocation sequence was hidden from the
investigators and participants.

- a randomized, double-blinded, placebo controlled trial
prospectively conducted

Blinding of outcome
assessment
(Z2rg71o]| oist =71)

Postoperative pain was measured using a visual analog
scale (VAS) 1, 6, 12, 24, and 48 h after surgery by
several assessors who were blinded to the interventions.

Incomplete outcome data
(S5 2dUXE)

AEX7t M UdotA| 22(Fig. 2)
- (EX12) Discontinued intervention (n=0),
(CH&71) Discontinued intervention (n=1)

Selective reporting
(Metx| 17)

D2 EE2 YAIT HAUY0| A5 E ZOHRIE0N CHol
HPLZIM 25 B 06t AUS(Table 2)

Industrial funding support
(217t HH| X|3)

Funding None.

Disclosures Nae Hyun Lee, Kyoungho Ryu, and
Taejong Song have no conflicts of interest or financial
ties to disclose.
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¢itH(Ref ID)

778

1MIHEHET)

Rosetti (2021)

3

Random sequence generation

CIxpol HiA] Al Ose The current study is a prospective randomized
(P H82M ¢) O =2ak controlled double-blind study.
Lo
Allocation concealment E;g Group allocation was performed using a
(H =M 20) C=s  computer-generated randomization and was concealed
in sealed envelopes until the start of surgery. These
Blinding of participants and | e data were kept secret on a central database
personnel O=ss throughout the study period.
(ST FOIX, SEA0) 8t =71) O =24
i 1 Lo
Blinding of outcome u s All data were collected by independent investigators
assessment U&= h t ‘ locati
(ZaT7 10| Tt =7 12)) O=sa  Who were not aware of group allocation.
m=S
e oo data 52 2=3 ¥S(Figure 1)
eE O =&
Lo
Selective reporting OIS ¥% AKSS XEJE 1AN(Figure 929 MO
(MEx E) - oo =R 20 B0E 5i QU0 HEREAN ZAE 4 eE
=2
LIS
Industrial funding support WS CONFLICTS OF INTEREST
(2ZH HH| XIH) C=sa  The authors have no conflicts of interest
==
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5

1XMXH(ESHAT) Peres—Bachelot (2019)
3 HIZ IS
m e The randomization was performed the day before the
Random sequence generation o surgery with a computer-generated system using a
(RIS tiE=A HY) 0 %g‘w permuted blocks method of two and four patients to
oE avoid an unbalanced baseline profile between groups.
Lo
Allocation concealment o s , ) o
(HEAN 2] Iz The infusion medication was masked to health care
=22 professionals and patients until the study was
Blinding of participants and = completed. To note, no stratification on the type of
personnel O=e wound incision has been performed.
(ST FOIX, A0 st =71) O =24
Blinding of outcome = The infusion medication was masked to health care
assessment O i‘%% professionals and patients until the study was
(Z2tgo1o| ohst =712) B=24  completed.
O3 ZES oF O |k
Incomplete outcome data =2 2 X|7F ofZt X0l
(E5E 2UXE) - oo~ missing data (BA@) 0/42, (HED) 5/43
=z3=
4 : W3 2O oix|o HHH g A i = 74
Selective reporting =0 ZEES2 IRt A7E0| A ZaXIR0| ol H-Z20)
(M H ) O] 2aAl N EE 2161 Us
. . O%e Funding information
Industrial fund;ng support =2 Astra Zeneca; DistriClass; APICIL fundation;
(DUZt A7H| X|9) Al ,
O =& SLB Medical
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1586

1XMXH(ESHAT) Wagner-Kovacec (2018)
3 HIZ YIS
. =2 The parturients were randomly allocated to one of the
Random sequence generation = .
axto A O==2 four groups before surgery, according to numbered
(R A ) aiAl
O =& sealed envelopes.

Allocation concealment
(HiE=A 2H)

The sealed envelopes were chosen by the parturients
and given to the nurse anaesthetists, who prepared an
elastomeric pump (On Q Pain Buster; |-Flow
Corporation, Lake Forest, CA, USA) in the operating
theatre next door.

Blinding of participants and H=S This prospective, randomised, double-blind,
personnel =2 placebocontrolled trial~
(S O, HRA0) Tist=71d) O =22
The parturient and the staff involved in the
Blinding of outcome | s peri—operative management and data collection were
assessment O0=3 blinded to the assignment of the parturient to one of
(Z2rg71of tist =71) O==4  the four randomised agents.
ARX| 79 Lot k3(Fig. 1)
- (1) (n=0/15),
W e (2) discontinued intervention-catheter removed for
Incomplete outcome data O=eo o : ision (n=1/16)
(E525t ZTXD) E5 perative revision (n . . .
O =4 (3 discontinued intervention-early discontinued

catheter from device (n=1/15),
(43) (n=0/15)

Selective reporting
(MEN 2 1)

2 KEZ XIH)7F 12 (Figure 3-4)28F HIA|=[0]
STt Zi HUS ot A0 HERZAHM ZSAE 5 giS

o
o T
iy
=

Industrial funding support
(TIZH 7| X&)

Funding None.

Competing interests

The authors declare that they have no competing
interests.
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90

1MIHEHET)

Dalmau (2018)

3

Random sequence generation E;g A randomization sequence was created using a
(RAS tHEEA 4Y) C=sy  computer generated random list.
Allocation concealment s The allocation sequence was concealed from the
(HH%:?.‘— )SI gclgl)cea © O=s researchers, the caregivers, and the statistician who
== O =% analyzed the results.
Single—center, randomized, double-blind,
Blinding of participants and m =2 placebo—controlled trial conducted~
personnel O=ss
(AT ZOIXL, ALK CHSE =718)) OO 224 The solutions for the study protocol were previously
prepared by the central pharmacy department and
placed in correlatively numbered sealed boxes
Blinding of . according to the random number sequence.
inding of outcome IS
aisessment N DE;%M Masking: Triple (Participant, Care Provider, Investigator)
(27100l Tt =7 1) O==d (https://clinicaltrials.gov/ct2/show/NCT01075646?term=NCT010
75646&draw=2&rank=1)
AERIL 27F QA LEIR D, HRlE RARKFig. 1)
=2 =
Incomplete outcome data O=o (EMT) (=)
2S5 A mo
(ES‘E‘?_I' E-T'-I'xl'ﬂ) 0 %E_.I'Jél -7 53 46
- Failed PCA 1 2
- completed 52 44
LIS
Selective reporting = U5 ZINES KH)7F 12 (Figure 2)22F HAI=|0f
(MEx E) %gw STt 2 815 ot AU HERZAMN| ZEAE = QIS
= =
Oue Conflict of interest
Industrial funding support - o Baxter® provided the multiholed catheters and
(DUZt A7H| X[2) D%gw elastomeric pumps used in the trial. The authors have
==

no conflict of interests to disclose.
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1MIHEHET)

Dhanapal (2017)

3

Random sequence generation

(2X12] HIRIAM AlA]) 0 ng Eligible patients who consented to participate in the
U= study were randomly allotted, by block randomization
. RS (blocks of 10), into one of the two groups using the
gllz%:fﬁnoc&l;cealment =2 sealed envelope technique.
LA 238
Blinding of participants and =2 _ . .
personﬁel P P D;% Th|s was a double blind randomized placebo-controlled
(917 BOIR}, xjol i3t =71E) D=ay  tral
Blinding of outcome = Both the participating patient and surgeon assessing
assessment O=s the outcome were blinded to the group allotment.
(Z2tg71o]| Cist =71) =
Lt AER| 92
Incomplete outcome data u s = B e (n=47)
(n:ni_E_IgJ. équl_ﬂ) J;L;E uplvacaine group (n=
O == Normal saline group (n=47)
LIS
Selective reporting EE;S D2EZ2 QR AT HSE ZIXEO sl Gzl
(e HoT) O] 2aAl N BREBEISH S
Disclosure
Lo
Industrial funding support E;g The authors reported no proprietary or commercial
(B17t HH| X|9) D%gw interest in any product mentioned or concept
==

discussed in the article.
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1MXHESTAE) Fassoulaki(2016)
R HIERIE

Randomization was carried out by means of a
computer—generated table with 1 set of 55 numbers for the

e
Random sequence generation E;g range 1 to 110. In a second set the remaining 55 numbers
(B HIEZM AA) 0 Eg‘w were included corresponding to the control group. Each
== number for the ropivacaine and the control group remained
unique (http://www.randomizer.org)
Lto
Allocation concealment g s The study is randomized and conducted blindly, thus
A fim o] . e .
(Hi ™A 20) moay limiting the occurrence of bias.
Blinding of participants and =2
personnel O=2
(A7 EOJA}, ARXLOf St =7H) D23 Masking: Triple(Participant, Care Provider, Outcomes
Assessor)
Blinding of outcome | = (https://clinicaltrials.gov/ct2/show/NCT01388946)
assessment O=2
(Hotgo1ol| Cist =71) O =24
AER7L 22t KA YS! ASXV GAMe H0lE FAR
(Figure 1)
=S
Ir;complete outcome data 0 ;% (=D (=)
(E5E8 ZYKI=) (] 251l
=5 - catheter removal 2 1
- converted to open
surgery 1 2
Lo
Selective reporting E oo O2EZ0| =Xot0 AN AFH0| Foi=2 ZLkX|E0| oo &
(M H ) 0 %g‘w TANOIM 25 HI5HT US
==
. . H=S
'(’.:‘.f,”fggljf‘;%”)g support O== The authors declare no conflicts of interest.
e O ==
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1XMXH(ESHAT) Cleveland(2015)
39 HIZEAH
. | s The pharmacist randomized patients using a coin flip and
Random sequence generation = . - : : 0
(219 HIIRA AYA) O=s then filled the 600cc elastometric pump with either .9%
A = (0284  injectable normal saline or .2% ropivacaine.
. | = The pump was labeled with patient identification, and was
Allocation concealment Co o .
(HRAA 2I) O=s distributed to the operating room before the start of the
e O =& procedure.
Blinding of participants and =2
personnel O=2
(A7 EO{A}, ARALOf St =71) O 23 The content of the CIC(continuous infusion catheters) was
not known by the patient, the operating surgeons, nurses,
Blinding of outcome =2 or the data collectors until completion of data analysis.
assessment O=2
(ZaE10 oist =7 12) O ==
7=1§i| e
LIS = HACO
Incomplete outcome data E co
(E5E8 ZYKI=) e -82 patients were enrolled in the study, with 43 in the
O == . . ;
placebo group and 39 in the ropivacaine group.
Lo
Selective reporting E oo OE=EZ2 GXI2H AT ARHO| Holiz2 Z0X|H0| CHol
(e HoT) S5l AFZN0M 25 0ot As
==
. - =2 Disclosures
l(r,:],(lj; rs(’;rll__z:lIJ |u ;ig)g support O=2 The authors have no commercial associations that might be
e e O =24 a conflict of interest in relation to this article.

_62_
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1M XHESTAT) Fustran(2015)
ke HIZ 2SI
Lto oAt ;
Random sequence generation .7;':'9 A rando:mza‘uon sequence ~ was created . using a
(SxfQ| HYEAM AA) U=s computer-generated random list and was stratified based
T = O =&  on the surgical technique.
The solutions for the study protocol were previously
prepared by the central pharmacy department and
placed in correlatively numbered sealed boxes according
e to the random number sequence.
Allocation concealment 0 oo
(B =AM 2H) 0 oo They were then dispensed to the nurses for storage in an
== agreed location in the operating room. The allocation
sequence was concealed from the researchers and the
statistician who analysed the results. Randomization was
done just before wound closure.
Blinding of participants and H =3 . .
person?}el P P ;9 The study was blinded for every professional who took care
(0172 RHOIK}, IR0 Y3t 712)) D%_;w of the patient from the day of surgery to the day of
i == discharge.
Blinding of m =2 . : - .
ass:ss?n?en?umo © .fco Masking: Triple(Participant, Care Provider, Qutcomes
(2740l thet i=71) Ogely  fssesson

(https://clinicaltrials.gov/ct2/show/NCT01075646 _

EERPE 22 RABH LHSIU D, MRl RARK(Fig. 1)

o
Incomplete outcome data E o (B (tzz)
(ESZE 2H=) O - T 33 34
- Failed PCA 4 3
- completed 29 31
. . =2 . . -
Selective reporting M=o D= EZ0| EXoI0 SHL0A AR Follz2 ZX|HE| CHal A
(e =) DES,  TEION RF 2100 9g
==
Oue We also thank Baxter for their support.
Industrial funding support - oo Baxter provided the multi-holed catheters and elastomeric
(12t HH| X[2) = %g’w pumps used in the trial and also the expenses of the
==

independent external monitor.
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1XMXH(SHAT) Andrews(2014)
2 HIEZS
Eligible participants were randomly assigned in a 1:1 ratio
] S to a continuous infusion of either 0.5% levobupivicaine or
Random sequence generation 0 ;é 0.9% normal saline.
(FE] HiEEM 4Y) 0 =stAl
Group allocation was performed_using computer—generated
random numbers, which were placed in sealed, opaque,
serially numbered envelopes, which were opened at the
end of the operation.
. s o -
Allocation concealment Di:%% Randomisation was conducted by a statistician who was
(B A 2H) O=sta  otherwise not involved in the study. The envelopes were
- opened by the anaesthetist who prepared the solution, but
who was not otherwise involved with the collection or
analysis of the data.
i i el LIS
EQSSAEﬁ;f participants and Ej;g The participants and surgeon were blinded to the type of
(G5 ROJRE OITLRIO| LB ETR) [ 2kl solution being administered.
Blinding of outcome s Masking: Triple (Participant, Investigator, Outcomes
assessment 0= Assessor)
(Za-gotol oist =71) O == (https://clinicaltrials.gov/ct2/show/NCT01291147)
LIS
Incomplete outcome data E co A=z o2
Hx HE frm ] = HA T
(250 ZuNE) 05
Lo
Selective reporting E co D= EZ0| EXoI0 SHL0A AP0 Follz2 ZAX|HE| CHal A
(e HoT) 5l TZ0|A 25 H1lok S
==+
Lo
Industrial funding support u o Funding
(DUZt A7H| X|2) 5 %iﬂw No funding was obtained for this study.
==
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1XMXH(ESHAT) Krishnan (2014)
CE] HIZ 2SI
. | s Allocation was controlled by the hospital clinical trials
Random sequence generation co . . o ;
(SxfQ| HYEAM AA) ] ES pharmacist who applied a randomization schedule (2:1
O == ratio levobupivacaine:placebo) and who also directed
the sterile filling of the elastomeric pump with the
Allocation concealment H=S levobupivacaine treatment or placebo to maintain
(HIRAA SH) O0=3 blinding of the investigators and others involved with
O (= D =SEAl . s
ERlt the patient’s care.
Blinding of participants and H=S . . . .
personnel es this prospective, randqmmed, double-blind,
(G ZIOIR}, GIRXI0| OB =71) [ 230 placebo-controlled clinical trial~
Blinding of S[)utcome u i% All patients, medical staff, nursing staff, and assessors
assessmen =2 - . ;
_ = were blinded to the levobupivacaine/placebo treatment.
(Bl tht =71 O 22y pivacaine/p
Lt _
Incomplete outcome data E o EEEN
(EE2s Z2UN=) Doy~ (Table 4) 31/2/ 24/ 6 — & 818
=}
. . Ows AR HIHEZS X|E)O| tfsll 22 4 High, significant S2
i gaporing ES  Jl&0 SO0, BRHE 2T B0E ofn U0f e
= == TNE &+ glE
Partial financial support was received via the program grant
from The Hospital Research Foundation, South Australia, to
the Discipline of Surgery. The project received commercial
untied support by way of gratis PainBuster devices from the
|-Flow Corp (United States) via Surgical Specialties (Australia).
ue These sources had no input into any aspects of the study
Industrial funding support - o from design through to manuscript. Financial support was
(217 HH| X|) . EEDMI also provided by The Hospital Research Foundation via a
=z23=

program grant to the Discipline of Surgery, The University of
Adelaide.

S.K. was a recipient of a postgraduate scholarship from The
Hospital Research Foundation, South Australia
(http://www.hospitalresearch.com.au). The

remaining authors declare no conflicts of interest.
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1MIHEHET)

Reinikainen(2014)

3

With the help of a random number list, study participants

Lto
Random sequence generation Ej;g were randomly allocated to the ropivacaine or placebo
(RE2] HiI™2A AA) 5l groups. Block randomisation using varying block sizes was
=== used.
LIS H H H i
Allocation concealment | bl The |nfc_)r|r|nat|on about groulp allocStlon was plfced in
(EfR2A SIH) D=5 sequentially numbered envelopes that were sealed and
= O == kept at the hospital's pharmacy.
Blinding of participants and =2
personnel O&s We conducted a i [
- - o prospective, randomised, placebo
=K oyt FAI . .
(&7 HOIR, ARl gt i=ote) O == controlled trial. Both the patients and the personnel
Blinding of outcome e particiglgtquin thheir tre;tment anlclj/or _assessinq outcomes
assessment Lo were blinded to the study group allocation.
(2210 oist =7 12) O =24
Randomized n=70
—excluded after randomisation n=3
-emergency operation n=1
m =2 ‘no study drug available n=1
[ o= ‘no study drug strated("."communication errors) n=
I(ncomp:l:e;gﬂc;;;t%me data M=o tudy d trated(". t ) n=1
T = =SEAl _
==+ allocated
‘ropivacaine group(n=33)/placebo group (n=34)
—analysed arroding to the intention to treat
‘ropivacaine group(n=33)/placebo group (n=34)
_ . O0%S
o gaporine (%S 2% 20| T2 HAISI0] 0] BEREA0) T2 4 818
= W=
Lto T
Industrial funding support | bl Ilzundl!ngé The |s}t_iudy _w?sEsVu(S)ported b,zl/ gfranés_ fr?cm North
(@17F O171H| X2 O=s arelia Central Hospital ( grant). No funding from any
e 022t external source.
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1MIHETAT) Xin(2014)
3 HIZ YIS

mue prospective, double-blinded, randomized, controlled design
Random sequence generation 0 oo study ~

(FHE B8N 4Y)

S5A| . .
H==e Group allocation was done using computer—generated code

allocation. Ropivacaine and saline were added to the
elastomeric pump by an anesthesiologist not involved in

LIS
Allocation concealment E oo the'study. . . . '
(HRAN 20) oo Patients were randomized to receive a continuous surgical

O==d wound infusion of either 0.3% ropivacaine or 0.9% saline
delivered through an elastomeric pump ~.

Blinding of participants and | = The patients, surgeons and investigator were kept blinded
personnel O=3 to the assigned treatment groups throughout the study
O =54 period.

(7 EO{AY, AAL0) Ch3t =7 1)

Blinding of outcome O%2
assessment nE= oz o2
(Hotgo1ol| Cist =71) ==
BEX| 79| LUMGIX| U235 ZOIA 1T LM)
| s - Forty patients were initially enrolled in our study.
'(’Lcirﬂgfﬁfﬁgme data O=2 However, 1 patient was lost because of postoperative
SoEr = O =54 bleeding, and thus, finally, 19 patients were included in the
ropivacaine group and 20 in the control group.
i i D Lo
Selective reporting - co EES £ ZINES, UAS AEE)0| 1AHIE HAIE0] U0,
(MEix 21) 0 %_;w ST HZ QloH HEFZ M0 Z&AIZ =~ 812
==
Industrial fundi WS
2;?5;'6 Hu; on’ support O=s The authors declare no conflict of interest.
(|_|_ |_:I'|' | I'd) D %g})él
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1MXHESTAE) Kristensen(2013)
R HIERIE

Participants were randomly assigned using a sealed opague

Lto
Random sequence generation E s envelope system to active treatment or placebo.
(RS HEEN 44 SE -
The envelope was opened by a person not participating
in the study who also prepared a 30-ml syringe and an
elastomeric infusion pump (On-Q, Pain Buster; |-Flow
LLC, Lake Forest, USA), according to randomisation,
with either bupivacaine 2.5 mgml1 (SAD; Amgros |/S,
. e Copenhagen, Denmark) or isotonic saline (Natriumklorid
Allocation concealment . : ’ .
(HIRAA ST) O=ss isotonisk 0.9%: DAK, Roskilde, Denmark). The study
== O == vehicle was brought to the operating room labelled with a
case—specific randomisation number.
Blinding of participants and H =3
personnel Os2 Single—centre  prospective, double-blinded, placebo
(7 FOIX, S7X0) st =71) O =84 controlled trial.
Blinding of outcome H =3 During the study period, all staff were blinded to the
assessment O0=3 content of the study vehicle.
(ZaEI10| i3t =7 13) 0=
H 3
e oome dta D52 ZEXPH27 QA A6, ZEAJ} A5t 20T QAR
= = =S
O ==
, , O3
) et 082 o ZIHZl0| THT2 HAISI0| 0] DIERZA0) ESAZ + 913
(i o] =S
==
0se . . )
Industrial funding support o Financial support and sponsorship: wound catheters were
(217 H7H| X|3) ¥ %i‘:'w supplied by the manufacturer.
==
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1XMXH(ESHAT) Hermansson(2013)
CE] HIZ YIS
. =
Random sequence generation 0 oo
(] H A AlA) 3 ng —The patients were randomized to receive
= bupivacaine or saline using a sealed envelope system.
) =
Allocation concealment 0 o
(HE2A SH) 0S8
- - All pumps were filled under sterile conditions by the
Lo
Eg?:;gﬂ;f participants and Ej;g operating room nurse, who did not participate in the
(O RIGIA}, HITRIO) CBHE7IR) [ 23k postoperative care. The surgeon and the postoperative

ward staff were unaware as to whether saline or
bupivacaine was infused in the wounds.

Blinding of outcome
assessment
(Z2rg71o]| Cist =71)

Incomplete outcome data
(E5E8 ZUXE)

EZAP 0| YK s

-Thirty—three patients were enrolled in the study. In all, 17
patients received bupivacaine and 16 patients received
saline._One patient in the saline group was excluded as the
wound catheter was accidentally cut during wound dressing
change.

Lt
Selective reporting E o D2EFE2 §X(TE AT0IM ARH0Y| Motz ZatX|HO0i| Dol ¢+
(ME8x E7) ey 20N RF 2051 QU
O =54
. . | = N
Industrial funding support =2 The study was supported by institutional and departmental
(DIZt AH| X|9) 0 %§}AI funds.
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¢itH(Ref ID) 1321

1X XS HALT) Eldaba(2012)
g9 HISE A
. =
Random sequence generation 0 oo
(A9 Hi™2N AA) . 5l Randomization was performed using a computer based
=== random number generator in permutated blocks of varying
mLue sizes and the_assignment entered in sealed envelopes that
Allocation concealment 0 s were not opened until informed consent was obtained.
(HEEM 25) iy
O =%
Blinding of participants and =2
personnel O=2

Patient, anesthetist, investigator starting post-operative
infusion _and __investigator _making _ post-operative

(G HOIAL, AR TSt =71) O =5t

observations and recordings were blinded to the group

Blinding of outcome H=S _
assessment O=2 assignment.
(Hotgo1ol| Cist =7H) O ==
=2
Incomplete outcome data =y AZ3| g2
=3 % Ioco = HAO
(E5E ZUXE) 0 254l
. . =2 - _
Selective reporting O =o D2ES2 92 S0 AREO| Foliz2 ZUHAIRO| Tio A+
(M1Ex] H7) O %g‘w AN 25 BI5H0 /S
Industrial fund 25
ndustrial funding support o .
O0=s Source of Support: Nil
(917t 27 xi2) S PP
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1M XHESTAT) Moore(2012)
CE] HIZ 2SI
Lo
Random sequence generation E o
(2] HY ™A M) 0 ng Randomization was performed after consent had been
B5= obtained and following completion of the operating
o procedure. Allocation was in blocks of 10 by
Allocation concealment E ;E computer—generated sequence allocation
(A SH) SE
i 1 el Lo
Egrsdol:gglf particpants and ';g Both patients and treating surgeons were blinded as to
(H7 HOIK, PR izl Cesa  Alocaton.
i i LIS
aBS“:gS";?nZL?umome E;g all data collection was performed by a third party with no
(Z2HT10] T3t =712)) O % 53 Al knowledge of group allocation.
H=S
e oome data 0%2  zaAgs
e = O =4
LS -
Selective reporting = o CHE RO 20| I EE HMAIEO] A0 HEFEA0| LRAIE 5
Ioco o
LIS
Industrial funding support Ej;g Conflict of interest The authors declare that there are no
(2IZH AH| X|H) . %iﬂw conflicts of interest.
==
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1XXHESHALT) Bell (2012)
CE HIZZIH

Random sequence generation

(FE A 4)

Patients over age 18 years, undergoing laparoscopic
primary or reoperative repair of hiatal hernia, and who
consented to the study, were randomized at time of
surgery to either the control arm (placebo) or the
treatment arm (drug) by the hospital pharmacy.

, O%2
Allocation concealment =2 ojzoio
(A 2H) oy sEwe
H ==
. . Lo
Blinding of participants and = s randomized, double-blind, placebo-controlled
personnel U=s tudy~
(S OixY, H7At0] Ch3He7iE) mgsy Y
Blinding of outcome O%2
assessment O0=3 Rar=pes
(Z2tg71o]| Cist =7H) ==

Incomplete outcome data
(2528 ZuilE)

XL ool 7F X0l Y SlE

- Of the 46 patients enrolled in the study, seven
were dropped for adverse events or noncompliance;
20 were given placebo (0.9% NaCl) and 19 were
given 0.5% bupivacaine.

Selective reporting B o D2EZ2 QX AL g 22X B0 o S22
(1B HoT) O %g‘w M 2E B0t U
Disclosures The study was supported by a small,
unrestricted grant from I-Flo, Inc. to cover hospital,
pharmacy, and research coordination costs. Dr.
Lo . . )
Industrial funding support S Reginald Bell is a consultant and_|s on the speakers
(B17+ 24| X|%) H=s bureau for Davol, Inc., EndoGastric Solutions, Inc., and
e = O == Sandhill Scientific, Inc. These relationships would not

pose a conflict of interest with regards to this study.
Katherine Freeman NP and Rachel Hufford RN have no
conflicts of interest or financial ties to disclose.
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684

1XXHESHALT) Baulig(2011)
CE HIEHI
L The  patients  were  randomly  allocated  with
. ==z ——— . -
Random sequence generation Zo computer—generated randomization to receive a continuous
(ALY HIRZA AA) D%;*' wound infusion of either 0.33% ropivacaine (Naropin,

AstraZeneca GmbH, Wedel, Germany) or 0.9% saline.

Allocation concealment
(HiE=A 2H)

Only the pharmacist of the hospital was aware of the type
of solution to be administered; physicians, attending staff
in charge of the patient, and the patients were fully blinded

Blinding of participants and s — -
personnel = to the patient’s group assignment.
(S RO, AR TSt =71d) O =24
Blinding of outcome OR2
assessment O=2 o g Sl
(B0l Thst =7 1) H =3
| s
Ir;cgg&l:egg_'o;tcome data B ;%% 24x3| oie
Lo
Selective reporting u o D=EFE2 X2 AT0IM ARH0Y| Motz ZatX|HO0i| Dol ¢+
(MEfN =) 0 Soa 20N 2T Bt Qg
===
. . O3
Industrial funding support O=o 134 012 olo
(BlZt HH| X|9) - S aAl —=ee e
===
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At (Ref ID) 3608

1M XHESTAT) Wang (2010)
3 HIZ IS
. Lo . .
Random sequence generation 0 oo A computer—generated randomization code was created
(RES thEEM HY) oAl using permutated blocks of four.
Il E%‘I'E
. [ s
AIIoc?:uonoconceaIment N2 a double-blinded, randomized controlled trial
(HH%lT'__kI E]I:“) ] Eépq
The intervention assignment schedule was also blinded
indi ici Lo
Eg?g;ﬂﬁ;f participants and E;g from patients, all staff administering the treatment (i.e.

(GI7L &OIXE, ITLRIO) LB Se71R) [ 2at surgeon, surgical assistants and scrub nur_ses), as well
as from those who monitored outcomes (i.e. doctors,

Blinding of outcome H=S nurses, allied health staff and members of the Acute
assessment O=s Pain Service).
(Z2tg71o]| Cist =71) O =24

BRIt 22t FABHH LHGIAD, oI RARI(Fig. 2)

(N o (e ES)
muS - allocation 28 28
Ir;cirgpile;?_'outcome data 0= - received intervention 26 26
(ESze ZAN=) Qg8 = not received, had RF 2 2
- lost F/U 0 0
- discontinued intervention 0 3
- ITT 28 27
- PP 26 22
: . Owe _ _
Selective reporting O oo D= ZUX|E0| e SD 242 205t QK| 40} HIEREA0)|
(M H ) - %g@ Do £ i3
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HtH(Ref ID) 1850

1XMXH(SHAT) lyer(2010)

CE HIEZSIH

Random sequence generation H=S The patients were randomized to 1 of 2 treatment groups
(@=L HH""ikI AHME); O=2 using a standard randomization table with a 1:1 ratio
T cwrlee O == between the groups.

. H =S Each patient’s treatment group information was provided
élﬁiéc:fﬁrwgc:lalr)]cealment Ooss by an unblinded certified registered nurse anesthetist
== == during the operation to the attending anesthesiologist.
Blinding of participants and H =3 The principal investigator and study coordinator responsible
persopnel ) ] %'%% for patient follow-up remained unaware of the treatment

(S BORL, S| Chst E=71) O 28 group assignments.
Blinding of outcome O3
assessment O=2 o4 og els
(Z2tg71o]| Cist =71) m =S
LIS
Incomplete outcome data = s D3 o= ofo
(uiugl.yqﬂl_xl_ﬂ) D fe=) JI:"I_ LH BT
e = ==
LIS
Selective reporting E co Uh=Eol Z03(0] JI2HI2 MAIH0 = 2iHer 2= Qlo HERE
(M H ) 0 %g@ MO ZAE =~ QB
: - =3 Disclosures
l(gclj;fgl_—?_llljlu ,’Eﬁ;”)g stpport &S The authors have no commercial associations that might be
e = = O &8 aconflict of interest in relation to this article.
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AH(Ref ID)

785

1XMXH(ESHAT) Carvalho(2010)
CE] HIZ 2SI
LIS
Random sequence generation Ej;g singleton pregnancies undergoing elective cesarean
(RER] HiIEEM 4) Di‘g‘w delivery under spinal anesthesia were enrolled in this
== randomized controlled study.
Lo
Allocation concealment E;Q Group allocation was done using computer—generated
(HEEM 25) C2g random-number allocation.
Blinding of participants and mLS To maintain blinding, the bupivaca_ine and saline were
personﬁel P P O o prepared and added to the On-QPainBusterPost-Op Pain
(GITL &YX}, CITIRNO) LB 712 [ 23ty Relief System (I—F!ow, Lake Forest, CA) by an
anesthesiologist not involved in the study or any data
collection.
Blinding of outcome =2
assessment O0=3 The patient, investigator, and all study staff remained
(Za-gotol tist =71) O = blinded to the assigned treatment groups throughout the
study period.
EE e
LIS == HACO
Incomplete outcome data u o —All 38 patients enrolled and randomized in this prospective
(E528H 2NXR) 0 S5l study completed the protocol. There were no patients lost
=0 to follow—up or noncompliance
Lto
Selective reporting E o D2 EZ0| =510 HR0IA AKX Moll=2 ADK|E| oo &
(MEfN H ) oAl TZUOM 25 HIot UZ
O =2
Supported by a Building Interdisciplinary Careers in
Women's Health research grant from the Office of
Industrial funding support H=3 Research on Women’s Health and National Institute of
(Dl7r0=|:rlu|x|%)g PP O== Child Health and Human Development of the National
ki O =4 Institutes of Health (5K12 HD043452) (to BC).

Disclosure: The authors report no conflicts of interest.
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SH(Ref ID) 112
1XMXH(ESHAT) Chan(2010)
ke HIZ 2SI
LIS
Random sequence generation E oo
(A9 Hi™2N AA) 3 %g a Once recruited to f[he study, patients were randomly
allocated to receive either ropivacaine 0.25% or 0.9% saline
mue according to computer-generated codes kept in a sealed
. =
o opaque envelope.
gléigfﬁrgalgcealment e opague envelope
oM T D %ip&l
Blinding of participants and Oue All patients rece|ved_ standardised general gnaesthesm
personnel N=e gdmlmstered by an independent anaesthetist not involved
(BT FOIKL, R0l Chet 717) mzsy  nthestudy.
On completion of surgery,_the envelope was opened by an
Blinding of outcome H=S anaesthetist not involved in the anaesthetic management
assessment ] i‘%% during surgery or postoperative assessments, who
(Za-gotol tist =71) O == prepared the study drug in the anaesthetic room next to
the operating theatre.
AT HOX} 48Y 5 4H Setet AR 27t FARGH LMot
10| RALR
Lo
Ir;cc_;m&lete outcome data E ;é EMD)  (HED)
(2525 ZK}R) SN :
=5= ST-segment depression 0 1
unexpected carcinomatosis 1 1
transient ischaemic attack 1 0
Lo
Selective reporting Ej;g CHS20| AMZ0| T2HE(Figure 1-3.)2 HIAIZI0] U0 S2AFGH
(M1Ex] H7) 0 oo B2 Qo HERRM0 ZYAE 5 YS
===
LIS
Industrial funding support E;; Competing interests
(217 HH| X EE‘W No external funding and no competing interests declared.
==
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HtH(Ref ID) 2943
1XMXH(ESHAT) Rosen(2009)
ke HIZ 2SI
. =2
(Rnai?_?jrzﬂziﬁrlﬁ%?eneratlon 0= Using computer—generated randomization, the patients
T e == were prospectively randomized in a double=blind manner at
the time of surgery_into blocks of 10 to receive either 0.5%
s bupivacaine or saline continuous infiltration via a 100-ml
Allocation concealment O s single=lumen pump for 50 h at 2 ml/h.
(HHXO-LJ':_A-I %Iﬂl) m %§}AI
Blinding of participants and .S a prospective randomized double-blind study,
personnel O0=s Neither th h b £ h
o ZOIR} 47K 5712 SSiAl either the surgeon nor the scrub nurse was aware of the
(ST FOIX, HER0 i3t =71) O =24 actual medication
indi Lo
alelggslr;?n(;?utcome Ej;g Assessments and data collection were performed_by
(ZTmI0| Tt =712)) O %g}g physicians and nurses blinded to the treatment groups.
During the study period, 83 patients underwent ventral
mLe hernia repair at both institutions. The study excluded 10
Incomplete outcome data 0 o patients for the following reasons: history of substance
(B2t ALXR) 0 S5l abuse/daily NSAID usage (n = 3), conversion to open
== procedure (n = 2), refusal to participate in the study (n = 2),
refusal of the laparoscopic approach (n = 1), catheter
unavailable (n = 1), and pregnancy (n = 1).
LIS
Selective reporting E oo EAMSH ZUE N(HHAUT HINZE QI HERRAM| ZEAZ
(MEfN H ) O] 2aAl P
. . OS
Industrial funding support 0 ;%% 3 of ge
(2IZt 7| XIH) e
==
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HH(Ref ID) 1341
1XMXH(ESHAT) Forastiere(2009)
ke HIZ 2SI
. u =2
?ﬁg?gﬂ@jﬁﬁg%?eneramn O0=2 Upon arrival in the preoperative room, an independent
L e == pharmacist dispensed a pump filled either with 0.5%
ropivacaine (ON-Q group) or 0.9% saline (control group)
e ; _ R .
Allocation concealment | ol accorc_img to a computer—generated randomization code in
(HRAA 2I) U=s all patients.
=S 0 =s
Blinding of participants and m =S This prospective, randomized, double-blinded,
personnel O=s placebo—controlled study
(ST FOIX, HER0) st =71) O =24
Only the pharmacist was aware of the type of solution to
be administered, whereas_physicians and attending staff in
- charge of the patient were fully blinded to the patient’s
Bllndlng of outcome =2 group assignment.
assessment O0=3
(Z2FI ol Ch3t =71) RE=
m LS A=X| g2
Incomplete outcome data O oo -Qverall, 168 patients were enrolled (84 per group). All
(Es=st AQXR) O i.‘g'w enrolled patients successfully completed the study and
== were included in the main analysis.
LIS
Selective reporting E;; SAE A2 (AU B2 QI HERZM0 ZYAE £
(Mt &) Zou B8
O ==
. . ORS
Industrial funding support O=o 13 o= oo
(212t o1 X|2) =
=23=
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At (Ref ID) 2771

1M XHETAL) Lavand'homme(2007)
a9 HIZEAH
| e The parturients were then randomly assigned using

?ﬂagﬁ%ruﬂij&tﬁrgzgeneratlon O=s computer—generated random numbers to one of the three
T s

O =24 following groups to receive ~

. . Lo
Allocation concealment <o
(™A 2) gy : - - -
O =& The patient, the person in charge of perioperative
management, and the_staff involved in data collection were
Blinding of participants and m=S not aware of the patient group assignment.
personnel O=2

(G HOIAL, TR0 TSt =71) O =5t

Blinding of outcome | s All of the postoperative data were collected by an
assessment == anesthesiologist who was not involved with intraoperative
(ZrE1o] i3t =712 ==t patient care and was blinded to the group assignment.

Bt Ao LYK S

-Ninety—two patients were enrolled, and 90 completed

Lo
Incomplete outcome data E;g the study: one patient was excluded because spinal
(E5E8 ZUXE) 0 o5a  anesthesia failed and was converted to general anesthesia,
== and another was excluded after early disconnection of
the subcutaneous device.

. . ORS = =
Selective reporting =y HHE=2 2g{0] K2 HMAIE S2tHet 212 2l HiERZ
(M E) 0 %gw MO AL 2 G2

Support was provided solely from institutional and/or
departmental sources.
. . Ose . T . .
Industrial funding support .;g The continuous wound instillation devices (Pain Buster#)
(B1Zt STAH| X|9) = %grg were provided by |-Flow Corporation, Lake Forest,

California._I-Flow Corporation did not have any input into
the study design, data collection or analysis, or manuscript
preparation.
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SH(Ref ID) 831
1M XHESTAT) Polglase(2007)
oo HIEEIH
Lo
Random sequence generation u o according to a computer-generated table of random
(=Y Hi2A AA) 0 %iﬂw numbers created by the study biostatistician.
= =
To ensure treatment allocation concealment, immediately
e before surgery, a trial nurse not otherwise involved with
Allocation concealment szg patient care was given the necessary participant details
(B RN 2H) 3 = 5iAl (surgeon and operation type), referred to the randomization
=== list, and delivered the appropriate syringe to the operating
room.
indi ici Lo
Sgrsdol:gglf participants and E;; All participants, medical and nursing staff, and the outcome
(0152 XIOR}, 17RO CHSHE7|R)) [) Satal  SSessors were blinded to the analgesia regimen.
All participants, medical and nursing staff, and the outcome
Blinding of outcome LS assessors were blinded to the analgesia regimen.
assessment O=s . . .
(ZAm7I0] Tt £712)) 023k All patients were assessed po_stopera_tlvely by tho_a blinded
== - surgical research fellow or surgical registrar for pain control
parameters ~
AEX|L = o FARCHA| LMD TG HQIE RARRY
EMz)  (HED)
- allocation 153 173
- Painberster(PB) not used 10 6
-medically unfit/
anesthetic decision 4 2
‘refused 1 0
-openeration change/cancel 4 3
‘not available 1 1(not inserted)
m e - failed to complete data collection
Incomplete outcome data z32 5 7
(22E5t ZWXE) H=s -PB disloged 2 1
==
‘PB removed early 1 0
-surgical protocol not met 1 2
-analgesic protocol not met 1 2
- ITT 143 167
- PP 138 160
For missing data, we used the technique of carrying the
last recorded observation forward. Because of setup
difficulties, no information for pain on movement was
recorded for the first five patients enrolled in the study;
these patients were excluded from “pain on movement’
analysis.
Lo
Selective reporting u oo D=EZ2 AT A0 A0 Holiz2 ZutX|HO0] Ciol| 1+
(MEX H) 0 S aAl ZUoN 25 E10ot Us
=
Supported by Tackling Bowel Cancer — Cabrini Hospital
Oue Clinical Education and Research Institute Melbourne,
Industrial funding support .;g Victoria, Australia; Mazda Foundation — Private Bag 40
(217} H7H| X|3) D%gw Mount Waverly, Victoria 3149; and |-Flow Corporation,
==

Pleasant Plain, Ohio: Supplied Painbuster Soaker™ devices
for this trial.
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HH(Ref ID) 771
1M XHESHALT) Beaussier(2007)
L HIZZ S
Lo patients were randomly allocated to receive a continuous
Random sequence generation u ::E wound infusion of either 0.2% ropivacaine ~
(AL HIEA 42) SN o |
= The inclusion number referred to_a sealed envelope, which
Lo was opened by the pharmacist and which contained the
Allocation concealment u 32 patient's allocation group (determined by a computer
(B2 21) g ELEW generated random list). Randomization was established by
=% blocks of four patients.
Blinding of participants and H =3 Physicians in charge of the patient, during both
personnel O=s intraoperative and postoperative periods, were fully blinded
(BT ZCIXL, HRAO| St =718) O =& to the patient’s group assignment.
Blinding of outcome O3S
assessment =8 & g els
(2210 tist =7 12) m=
Forty—nine patients were enrolled in the study. Three
patients were excluded from analysis because of an
intraoperative decision to use a dysfunctioning stoma. In
one patient (allocated to the saline group), the catheter was
Incomplete outcome data H=3 withdrawn at H12 because of severe hyperthermia.
(.:.,—g.d%r ZxR) O=s A further 3 patients were excluded because of parietal
O =8 tumor extension (1 patient), lack of peritoneum (1 patient
who had undergone previous major intraabdominal
surgery), and intraoperative urologic complication (1
patient). Twenty-one patients successfully completed the
study in each groups.
Lo
Selective reporting O7S  ohesol Zugo| Jokme RAIE0] 0] BRI 22 018 o
(MEN H 1) O S5l EFZ M0l ZAIE =~ 813
=23=
LIS
Industrial funding support Ej;g Supported by a grant from AstraZeneca, Rueil Malmaison,
(D17t HH| X|9) O %;‘w France.
==
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¢itH(Ref ID) 3567

1M XHESTAT) Baig(2007)
ke HIZ 2SI
. =

Random sequence generation 0 oo Patients were randomized in the operating room by drawing
(] H A AlA) O %g‘w an envelope with a computer—generated number.

= =

e This sealed envelope was then sent to the pharmacy,

Allocation concealment 0 oo where the pharmacist opened the envelope and filled the
(HHEz=A 2m) 0 %g’w pump with either saline or bupivacaine, depending on the

==

corresponding number.

The surgeon who placed the pump and the staff who
subsequently  recorded various parameters  were
completely blinded as to the nature of the solution.

Blinding of participants and | s
personnel 0= In addit . . ) L
o171 X{0IX}, O47LK] 512 S aiAl n addition, the patients were blinded to thel_r rand_omlzz_ahon
(A HOT:, Al et w7t D=2t to continuous subcutaneous wound infusion with either
0.5% bupivacaine or 0.9% saline at 4 mL/hour through the
ON-Q pain management system.
Blinding of outcome O3S
assessment =2 o oz Qe
(Z27jol it =712) m=sy
| lete out dat e 4=X| Q2
’l.",-‘i@,&e,? outcome aata O=2 -Seventy patients were included in this study, 35 in the
(588 ZUXE) e . : . .
O == saline group and 35 in the bupivacaine group.

. . . LJ‘("% =0 =0 Bl
Selective reporting =2 D2ES2 GXIRF S0 ARHO| FHolise2 Z0AIE0] Tioh A
(e HoT) S5l A0l BF B 510 U2

==
. - O%=2 - :
Industrial funding support co This study was supported by a generous donation from the
(DUZt A7H| X[9) - %gw Caporella family.
==
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AH(Ref ID)

3529

1MIHEHET)

Kushner (2005)

3

EERE

Random sequence generation

(FHE B8N 4Y)

Allocation concealment
(HiE=A 2H)

A random-number generator was used to produce a
blocked randomization code without stratification.
Randomization codes were generated by University of
Wisconsin Hospital Investigational Drug Service staff
who then composed bags of bupivacaine or placebo
analgesic solution, as appropriate (identical in
appearance). To avoid misrandomizations, a bag would
be sent to the operating room only after an eligible
consenting patient was anesthetized for surgery.

All clinical personnel and patients were blinded; only

1 1 101 Lo
Sg?:o”rl%;f participants and Eﬁg the Investigational Drug Service staff and study
(G17L ZOIRE, OIRN| CHBH 7 1) [ 2k statlst|0|an_ knew the_ patients’ true treatments until
after the final analysis.
f"{E)
Blinding of outcome = The General Clinical Research Center staff obtained all
assessment O=2 pain data. Subjects completed the Brief Pain Inventory
(B0l Thst =7 1) O == once daily, assisted by a study nurse if necessary, for
5 days.
mue FEE N =
Incomplete outcome data 5 co - Table 2, n (%)
(SSE5H dYR=) D%;M - No patients were missing intravenous narcotic dose

data.

Selective reporting
(MEN 2 1)

UL A (primay outcome;pain and narcotic use)0il CioH
JHIECH(Fig. 2, 3) MAISI0 ST ZUE 1E 511 QLo
HIEFE A0 Z3AIZ 5= 8IS

Industrial funding support
(7 7| X|2)

Funding Support: This work was supported by grant
MO1 RR003186 from the General Clinical Research
Centers Program of the National Center for Research
Resources, National Institutes of Health.
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SH(Ref ID) 1750
1XMXH(ESHAT) LeBlanc(2005)
ke HIZ22I3)
. | s The pump is filled with 100 mL of either 0.5% bupivacaine
Random sequence generation = ) . -
(219 HIIRA AYA) O== or saline solution as per a computer—generated
A = (1284  randomization schema.
Allocation concealment W =S . . . .
(HIRAA SH) O=s2 Patients ~ were  prospectively  randomized in a
o= W= double-blinded manner to receive either 0.5% bupivacaine
(Marcaine Abbott Laboratories) or saline continuously for 48
Blinding of participants and =2 hours at 2 mL/h. Ultimately, 23 patients were randomized
personnel O=2 into the saline group and 29 into the Marcaine group.
(ST FOIXt, 7RO St =71) O =
Blinding of outcome O%2
assessment O=2 o4 g els
(Hotgo1ol| Cist =71) m ==
ZEIEE
—-After Institutional Board Review approval, written
Lto ; - ; AL
Incomplete outcome data | ol |nformed gonsent was tham(_ed from 52 umla_teral |ngun_m|
(2225t ZIXR) ] oo hernia patients u_ndergomg primary open hernia repair with
O =4 the Prolene Hernia System
- Ultimately, 23 patients were randomized into the saline
group and 29 into the Marcaine group.
Lo
Selective reporting E;; CHEEL| Z0Z40] I E= MAIZO] U0 HEFZA0 LSAIZ 5
(e ) neg. ¥
Lo
Industrial funding support Ej;g Supported by a grant from Ethicon Endo-Surgery and
(R} HH| X|2) 0 %g‘w |-Flow Corporation.
==
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2ii(Ref D) 1590
1XAHSTAE) Wu(2005)
CE) HIS S

All patients enrolled in this study provided informed

R . H=3 consent, after which they were randomized according to a
andom sequence generation Zo ous q . ith
(SfQ| BEAM A O&s previously computer generated list to receive either a
T e == continuous infusion of local anesthetic or placebo (normal
saline) at the incision site.
=}
Allocation concealment L%
O=2 A Az el2
(BN 2H) S5LAl
[ | E%‘I'E
This was a prospective, double-blind, placebo-controlled,
randomized trial
Blinding of participants and =2 consecutive subset of 50 patients was asked to guess to
personnel O3 which group they had been randomized to assess the
(7 FOIXt, HER0) St =71) O =4 robustness of the blinding,
—) Patients were unable to assess properly to which group
they had been randomized, with 5 participants declining to
guess.
Blinding of outcome OR8
assessment O=e o oz gle
(ZTFEIH]| T3 =712) W=y
LIS 7=Iii| He
o == HACT
é’;ﬁﬂ%’fﬁ?ﬁ;}%me data O=s -A total of 100 patients were successfully randomized,
e = O =4 with all patients completing the protocol
Lo
Selective reporting u o D2EFE2 X2 AT0IM ARH0Y| Motz ZatX|HO0i| Thol ¢+
(Mt =) Zo, 20N 25 2151 A8
O ==
This study was supported by a grant from |-Flow
Lio Corporation, Lake Forest, California. This protocol was
Industrial funding support - oo designed and implemented by the authors.
(DUZt AH| X|9) = %iﬂw |-Flow Corporation did not have any input into the study

design, implementation, data collection, data analysis, or
manuscript preparation.
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SH(Ref ID) 4557
1XMXH(ESHAT) Sanchez(2004)
CE] HIZ 2SI
e Using a random number table, pharmacists prepared vials
Random sequence generation ng of either normal saline or 0.25 percent bupivacaine with
(RE2] HiI™2A AA) 0 %iﬂw epinephrine and labeled these vials with consecutive study
= numbers.
Lo
Allocation concealment E;g 84 o}z ofo
(HiEEM 2H) == Se e e
O ==
indi ici Lo
Eg?g;ﬂﬁ;f participants and Ej;g We performed a prospective, double-blind randomized
(37 B0, QTXO) etz Czay S-S
Blinding of outcome O3S
assessment =5 & g els
(2210 tist =7 12) m=3
4ER| g2
Lo _ . . .
Incomplete outcome data | = A total of 45 patients co.nsente.d and were |nclqded in the
H o = O .
(2223t AYXR) O&s study. Twenty—three hernia repairs were randomized to the
=== O =54 bupivacaine group and 22 repairs randomized to the
placebo group.
Lo
Selective reporting E oo D2ES2 A2 S0IM AREO| Foliz2 ZUHAIRO| Tio A+
(MEN H 1) O %gw A0 BF 2056110 /UF
. . O3
Ir;cljjurs(’;r;al fund;ng support 0 ;% B2 oz oo
(I_I_ |_:I'|'H| I|"d) ] Eipu
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3057

1X XS HALT) Stewart (2004)
g9 HIEE 9
) . LIS
Random sequence generation s o ,
(2X12] HIRIAM AlA]) [ Zs Following informed and witnessed consent, the
=% patients were then centrally randomized by concealed
. ) allocation list into two arms by the QEIl Hospital
Allocation concealment O=o pharmacist.
(HiEEM 21H) oo
0=
Blinding of participants and H =3
personnel O=2 , , .
(G ZOJX}, GIRKI0| ChBH=71) [ 280 Prior to the conclusion of the study the patients,
— S surgeons and nurses collecting data were all blinded
Blinding of outcome B=s to the randomization allocations.
assessment O=2
(Z-710] et =71) O =84
= _ ~
Incomplete outcome data 5 o ASX7} HY YHSHX| =
(ﬂx_E_al_} ﬁmﬂﬂ) D%gl’g - Zch_ 48%‘ % 1%1 Eéré!
Selective reportin O%3 CHEEO| ZI7HVAS, mean dose of morphine required) 124
(MEE] i‘ﬂ_)p 9 == D20 HAISO(Fig. 3, 4) StXst ZuE 0= Qlsl HIEFRAM0
= O==d DSz Qs
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¢itH(Ref ID) 748

1X XS HALT) Schurr (2004)
3 HIZ YIS
m e Patients were randomized in a bracketed fashion to
Random sequence generation o receive either 120 mL of normal saline or 120 mL of
(2] HiEEM 44) oo 0.5% bupivacaine at 2 mL/h through a disposable
O =2 .
pump for 60 hours postoperatively.
The disposable pump was filled with 120 mL from
. m=S generic syringes of either bupivacaine or saline as
Allocation concealment D=2 d by the hospital | ioational Drua Servi
(EHEEA SH) == prepared by the hospital Investigational Drug Services

O == who used a randomization list coded by the
Investigational Drug Services.

- — Lo
Eg?;iol:g;f participants and g;; A prospective, randomized, double-blinded,
(17 &K}, CITRIO] LSt Se712) W 2t placebo-controlled trial was used.
Blinding of outcome O3S
assessment O3 Aggls
(Z2rg71o]| Cist =71) ==
Lo AEX| el UMK 2t=
Incomplete outcome data Eig - Two patients were dropped from further analysis
(ESE5H dR=) D%;W because of missing postoperative pain data from the
GCRC (both bupivacaine).

. . O Z1gk(pain score, opioid consumption)0] Y& 220
i gaporing M52 DASRIOU, HA 2T TR0 (g, 1, 2). 2N
=0 O == Zutg1= Qlol| HIERZ M0 ZLYIAIE =~ SIS

. . —Se Supported by the University of Wisconsin General
Industrial funding support oo PP v Y T . .
(B17+ 24| X|%) H=S Clinical Research Center, the University of Wisconsin
=== = O =4 Department of Surgery, and Ethicon Inc.
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At (Ref ID) 3063

1MXHESTAE) Givens

CE) HIS S

mue Participating patients were randomized to receive a system
Random sequence generation D;g filled with either 0.25% bupivacaine (n = 20) or normal
(2] HY ™A M) ey saline solution (n = 16), based on a computer-generated

XN
H=== randomization schedule
: H=S Sealed packets that contained group assignments were
Allocation concealment O=2 shuffled and drawn randomly to further prevent knowledge

Hi &N 21 by
(B SH) O =4 of the contents of any 1 envelope.

Blinding of participants and =2
personnel O=2

S 5t =712 2 51Al .
(27 FOIR, A7Aj0f it =7H) O ==d Surgeons, patients, and subsequent data recorders were

blinded to the assignment of control versus study group.

Blinding of outcome =2
assessment O0=s
(Z2tg71ol| Cist =71) O ==
=2
Incomplete outcome data co AZx| gl
HxHF el == HATD
(E5E8 ZUXE) 0] 254l
. . =2 - _
Selective reporting N=o D2ES2 92 S0 AREO| Folis2 Z0HAIE0] Tiol A+
(H1E4x] HoT) S aAl AN RF B 05170 S
==
Industrial fundi D55
ndustria’ funding support O=s On-Q Systems were provided by Ethicon Endosurgery.

(22t H| RI2) ==

_90_



