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Behrend (2022)

CE

An assistant not involved in other parts of the trial

LIS
Random sequence generation E;E‘ made the computer—generated block randomization
(2 ™A 4A) 0 %zw (www.sealedenvelope.com) with equal number of
subjects in each block (1:1:1).
Lo
Allocation concealment u oo .
(HHE2A 2T) O=s Opaque envelopes ensured allocation concealment.
e O ==
Blinding of participants and | s The infusion pumps did not display the infusion
persopnel ) D%f:.’ program, and both patients and investigators were
(S HOIXL, AR TSt =7k) 2= therefore blinded throughout the trial period.
All patients were evaluated postoperatively before
o Lo discharge and contacted by phone by one of the
Blinding of gutcome E;E investigators on each of the three postoperative days
assessmen == : . . s
(Zamoo) thst =712) 025 to guide gnd to relm|nd. paﬂent; of filling
- out the trial questionnaire continuously
HZZ} 27 QAP 2
mse - (3 arms) We randomized 86 patients. Of these, 27
Incomplete outcome data Zo . . h i . included |
(E525t ZATXD) O S patients in each intervention group were included in
= the final data analysis~
- excluded: CONT-INF (2%), PIB (3%), BOL-ON-DEM (0H)
Lo
Selective reporting E oo OD2EZE2 QKT AU AR 2SS HTEL0IA
(M H ) O %ijg' S350 AUS
Funding information
Lo
Industrial funding support E;; This trial was funded by Innovation Fund Denmark
(DIZHATH| X|H) D%gw (grant number 65-2014-3) and Nordsjallands Hospital
==

(no grant number).
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1M XHESTAT) Finneran (2022)
a9 HIZEAH
. | s After confirming a successful block in the sciatic
Random sequence generation co L L . )
(219 HIIRA AYA) O=Es distribution, participants were randomized using a
o = O == computer generated list (prepared by the University of
California San Diego Investigational Drug Service) and
Allocation concealment H=S provided to the investigators in opaque, sealed,
(HHE2N 2H) O=2 sequentially numbered security envelopes to one of
oM T D =SEAl . . . .
== two treatment groups (1:1 ratio) in blocks of four:
L . Lo
Eg?;iol:g;f participants and E;; Thus, both the participants and investigators were
(947 HOIR, Qi7xjof Thetievfal) sy 0linded fo treatment group.
indi Lo
Blinding of outcome - s participants and outcome assessors were blinded to
assessment A=) domizati
(ZRHE7H| Thet =7 12) Ogsy  fendomization
A total of 71 participants were enrolled beginning July
15, 2020, and ending March 10, 2021 (fig. 2).
mue Enrollment was ceased when the target sample size
Incomplete outcome data Dj;g had been obtained, and data collection was finished on
(B52St ZYK=) 0 S5l March 16, 2021. All but one participant had a
= - o
successful sciatic nerve block. The remaining 70
participants were randomized and equally divided
between the treatment groups, ~
Lo }
Selective reporting E oo =2 40l 55 T+ Y U= AMES 20 HAR
(MEfN E1) 0 %gt’é (p-value= 25 HAIEY
Research Support
InfuTronix (Natick, Massachusetts) provided the
O electronic pumps used in this study. The company
Industrial funding support .;; was given the opportunity to review the protocol and
(7| XI3) D%S;*' suggested minor revisions. The investigators retained
==

full control of the investigation, including study design,
protocol implementation, data collection, data analysis,
results interpretation, and manuscript preparation.
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Random sequence generation

D=8 Pati domized b - d
(2EIQ] HYRAM AA) gf‘w atients were randomized by a computer—-generate
== sequence and concealed in sealed envelopes to either
Allocati I mLe a continuous infusion of LA (group A) or to the PIB
(Hﬂgfﬁnoclglgcea ment ks group (group B).
Eot e 238
L - prospective double—blind randomized trial
Lo
B(!?Sdo'gﬂ;f participants and E;g The envelope was opened, and the pump prepared by
?Oq:rl 0K, IR0 i3t =) O %g'w an independent anesthesiologist who did not
= e e o= participate in registration of the parameters.
The anesthesiologist performing the block, the patient
Blinding of outcome m =2 and the independent observer were unaware of the
assessment Di‘%_% study group. The data and observations were collected
(Za-gotol tist =71) OE84  at the ward by a study nurse, who also collected the
data out of the PCA pump after 48 hours.
AEADE 22 QMBI LS BOlE QAL
lost to follow-up
s Group B Group C
Incomplete outcome data O=o (Bolus) (Continuous)
(E2E5 ZNRR) io 7% 9%
=&l
=== lost pump data 2 1
protocol violation 3 4
catheter related problems 2 4
) ) . LIS
Selective reporting - oo O2EE2 X S0 FAE Z2UES S7ZR0M
(Mem| B) Oogy  Hus 98
. . m e .
Industrial funding support 5 oo Funding
(TIZHATH| XI2) D%g**' No funding was received for this study.
==
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1X XS HALT) Short (2019)
CE] HIZ 2SI
Random sequence generation EEE Randomization was performed by a dedicated research
(GRS PSEDSPLES)) - gg‘w assistant using a non-stratified 1:1
=5 computer—generated randomization table and sealed
. m e envelope technique. Cl or PIB regimes were delivered
ﬁllic‘z’a:cfnoclt[)ncealment Lo using the CADD - Solis Ambulatory Infusion Pump
(B=A 2H) 02544 (Smiths Medical, Minneapolis, Minnesota, USA).
Blinding of participants and = Study participants and investigators collecting
personnel O=s outcomes were blinded to group allocation by covering
(7 FOIX, SHEA0| st =71) O =24 pump settings.
Blinding of outcome = Postoperative outcomes were assessed by a blinded
assessment O=s investigator at discharge from PACU 6, 12, 24, 36 and
(Zzrg71o] tist =71) O =24 48 hours following commencement of the infusion.
=2 A=X| elg
'{lﬁﬂgfﬁ?ﬁ;}%me data O=2 - A total of 60 patients were randomized to receive
Fowr = O =2 Cl (n=30) or PIB (n=30) infusion regimens
o
Selective reporting MC maezo g ol BAE ZASS oA
(Ml ) SECTEER RS
- Funding: This study was supported by a financial
grant and equipment supplies from Smiths Medical.
Oue Dr Ki Jinn Chin is supported by a Merit Award from
Industrial funding support - oo the Department of Anesthesia, University of Toronto.
(TIZHATH| X1) D%g**' - Competing interests: VWSC (XA has received

honorarium from Aspen Pharma, BBraun, Smiths
Medical and SonoSite. The other authors declare no
conflicts of interest.
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CE] EERE
[ ] LS . . . .
Random sequence generation ng Randomization was performed using an online
(2 Hi-EA 4Y) D%g**' randomizer, similar to a flip of a coin.
Participants were randomized to receive either a
, [ - o -
Allocation concealment O=o popliteal sciatic nerve block as a single shot (SSB
(HiEEA 2H) D%g@ group) or a continuous infusion through an On Q
continuous infusion pump (On Q group).
Patients were blinded to the group they were
. . Lo
Bg?g;ﬂﬁ;f participants and Ezg randomized to until after the surgery. The surgeon and
?oq_—rl FHOXL, IR0 TS E71) [ %iﬂw anesthesiologist were blinded to the randomization
e e 7= until the day of surgery.
Blinding of outcome m =S Follow—-up data collection was performed by trained
assessment O=s full-time research coordinator who was also blinded to
(Za-gotol oist =71) OE84  the randomization until the day of surgery.
AEX|7t T2 AR D6t HoUE AR
- Of the 50 patients enrolled in this study, a total of
Incomplete outcome data s 6 were excluded. Reasons for exclusion included an
('="‘='='%r 74;,_};@) O=2 inability to provide adequate postoperative follow—-up
=== = (2 SSB and 1 On Q), a history of chronic pain that
was not initially disclosed to the treatment team (1
SSB and 1 On Q),
locti . =2 SRS ZutE
o perting WS - 70 AN0l S5 M4k U0t MASD, 98 AnKEs
= = ZIRIE ARG %0 SAX gDt ogset
N. C. Tejwani(WMXX}) has received royalties from
Oue Biomet, is on the speaker's bureau and a paid
Industrial funding support - oo consultant for Zimmer and Stryker, and is a board
(BIZHASIH| XI%) O %g'w member of the Orthopaedic Trauma Association and
==

the Foundation of Orthopaedic Trauma. The remaining
authors report no conflict of interest.
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Random sequence generation

(FHE B8N 4Y)

Allocation concealment
(B =N 2H)

A prospective, randomized, double blind,
placebo-controlled trial

Sealed envelopes were sequentially used for
randomization.

Blinding of participants and

personnel

(&7 FOIRE, AEX00 Cht =7 1)

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

The patients and the assessors were blinded to the
treatment allocated.

These were opened by the anesthetist and the
allocation recorded in a file, held by the anesthetic
department. No circumstances were foreseen whereby
a patient would need to be unblinded other than at
their own request.

Incomplete outcome data
(2528 ZuilR)

There were no withdrawals or loss to followup with
100% completion and return of the pain diaries

Selective reporting
(M H 1)

=
=
ofl

:

A2 G0l BAE 2iEs S22

o flo
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Industrial funding support
(B1ZHATH| XIY)

No benefits in any form have been received or will be
received from a commercial party related directly or
indirectly to the subject of this article.
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Random sequence generation

Using a computer-generated sequence, patients were

Lo
(GRS PSEDSPLES)) g;‘;w randomly assigned to receive either a Cl of 0.125%
io levobupivacaine at an infusion rate of 5 ml/h (group
Allocation concealment Ezg Cl, n=25) or an ARB do;e of 5 ml every hour of
(BN 20) Doaw  the same local anesthetic (group ARB, n=25).
=
Blinding of participants and PSS
personnel O=s prospective, randomized, double-blind study
(ST FOIXt, HER0) St =71) O =
indi Lo
Blinding of outcome - s An investigator blinded to the study evaluated the
assessment O=s d f oain at 6 and 24 h t tivel
(ZTmI0 Tt =712)) 0 284l egree of pain at 6 an postoperatively.
Lo _
Incomplete outcome data E oo A=X| gla
(EsEs duitz) D%g@ - Fifty patients were enrolled in the study.
LIS
Selective reporting E s OD2EE2 QAT G8-0 BAE Z2aES SHZ200A
(1B HoT) O %gw L= NSNS
==
Lo
Industrial funging support g o otz
a IIco — )
(DIZHATH| X|H) =
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1X XS HALT) Taboada (2008)
3 HIZ IS
Random sequence generation EEE Using a computer-generated sequence, patients were
(GRS PSEDSPLES)) 0 gg‘w randomly assigned to receive either a continuous
=== infusion of 0.125% levobupivacaine at an infusion rate
. muS of 5 mL/h (n 22) or an automated intermittent bolus
ﬁllic‘z’a:cfnoclt[)ncealment =0 dose of 5 mL every hour of the same local anesthetic
(Hi&=A 2) O2s (0 22) for 24 h after surgery.
Blinding of participants and =2
personnel O=s prospective, randomized, double-blind study
(7 BOIRY, SER0l i =71) O =24
indi LIS
Blinding of outcome o s An investigator blinded to the study evaluated the
assessment U&Es d f oai 6 8 12 and 24 h vel
(T Chat =712)) 0 2atAl egree of pain at 6, , an postoperatively.
Lt
Ir;cc_;rggle;? outcome data u ;é A=3| o2
( _I'__OI_I- E-'—-'-I'xl'ﬂ) D %i_!')él
. . H=3
Polective reporting O5S 72 210 $3 3+ 2 %2 A82 J2m=0 JNE
(MHEX B11) o
O ==t
. . =2
Industrial funding support O=2 Supported by Institutional and Departmental sources.

(izterH) Xi2) 0=
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1XMXH(ESHAT) Dadure (2006)
a9 CEERE
Lo
Random sequence generation E oo
(R HEEAM 4Y) D%gw Children were randomly assigned to CEB (Group 1) or
Co CPNB (Group 2). Randomization was generated by our
Allocation concealment E;g institutional Department of Biostatistics.
(B =AM 2H) 0 %;‘W
Blinding of participants and O%2
personnel O=2 ==
(ST FOIX, SEX0) S =71) W=
Blinding of outcome O%2
assessment Nse ojZole
(Z2tg71o]| Cist =71) =2
AEXE o RARRH ot AT AR
m e - Four patients were excluded from the study after
Incomplete outcome data D;; randomization: one for blood in the epidural catheter
(ESE5H dR=) D%EDW before surgery (Group 1B), one for inability to place
== . .
popliteal catheter (Group 2A), and two for revocation
of parents’ consent.
S . . O3S - XQ 0| EX HMAL o=of 5t
elective reporting o FQ 21l 85 Fec IHZ20 HAIY
(e H07) oAl - U= AB2 BT MASIY BEHAKSD) MAGHK| 242
m ==
- Supported, in part, by the Association pour le
Industrial funding support D;?, Developpement et la Recherche en Anesthesie
(BlZHH] XIR) D%S;*' Reanimation, CHU Lapeyronie, Montpellier, France

(OFEAME T o 917 5)
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Random sequence generation

C 9 N=e The Central Pharmacy performed the randomization
=] oo . . . . . .
(R HEEAM 4Y) O] 284l and delivered identical blinded infusion pumps. The
Co code for the given medicine was first opened after
Allocation concealment Ezg the conclusion of the study. Sealed opaque envelopes
(HiR2A 2H) - oAl were sequentially used to insure random allocation.
=
Blinding of participants and =2
personnel O=2 , , ,
(G ZOJX}, GIRKI0| ChBH=71) [ 280 randomized, double_ blind, co_n'Frolled trla_l
— S The code for the given medicine was first opened
Blinding of gutcome E;E after the conclusion of the study.
assessmen =]
(ZaEI10| i3t =7 13) ==
AEXE o RARRH ot AT AR
m LS - Initially 63 patients were included in the study, but
Incomplete outcome data D;; three were excluded from the final analysis because
(E528 2UALg) D%EDW of breach of the protocol. Sensory and motor
= = . .
blockade were present in all patients (except one) at
the time of discharge.
Selecti . H=3
elective reportin = = C =
e a D58 *2 2N §3 4t 13m0 HAE
O ==
Lo
Ir;djustrial funging support E ;é ojzgie
(BIZHH | XI2) =S

_‘IO_
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3 HIEZIH
Lo
Random sequence generation E oo
(R HEEAM 4Y) D%gw Before entering the operating room (OR), patients
Co were assigned to one of two study groups according
Allocation concealment E;g to a computer—generated randomization number table.
(A 2H) g
0=
o . Lo
Eg:ig?];f participants and gzg In this randomized, double-blinded, placebo-controlled
(BI7 &R, 17RO Chet 7t mzaty S
Follow-up telephone evaluations were performed by a
Blinding of outcome e blinded observer (TI) at 24 h, 48 h, 72 h, and 1 wk
assessment O=2 after surgery to determine the number of doses of
(B0l tist =71) O2=4  oral analgesic medications consumed after discharge
and the occurrence of any side effects
ARRTE 22 QAGPH UMEHD ROIE QAL
= - Of the 24 patients enrolled in the study, 4 were
Incomplete outcome data n s o b . udy, & w
(22=5t AR O=s eliminated from the data analysis because of
=== O =54 catheter dislodgement before discharge from the
hospital.
Lo
Selective reporting E oo O2EZF2 QKT S-8E0l BAIE duss ALZ00IA
(e HoT) O %gpé sl A=
The medical supplies required for this study were
O ue provided by I[-Flow Corporation (Lake Forest, CA) and
Industrial funding support .;9 B. Braun (Bethlehem, PA). Departmental resources and
(TIZHATH| XI2) 5 %iﬂw funds from the McDermott Chair of Anesthesiology

were used to support Dr. White's clinical research
program.

_‘I‘I_
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Random sequence generation

(FHE B8N 4Y)

A Randomized, Double-Blinded, Placebo—Controlled
Study

An investigational pharmacist using a
computer-generated randomization table performed
group assignment.

Allocation concealment
(HiE=A 2H)

In

n=

Blinding of participants and
personnel

(BT FOJAY, AN CHEt =713

T | MHE HH o
tor gjo 0j0 | tor ojo 0jo

n=

Blinding of outcome
assessment
(B0 Ci3t =7 12)

C | 1R o
[0]J

OoomROJOROO0OmN

M A A
Jerpjo o

Assignment was not known to the patients or any
clinical personnel. Group designation was not revealed
to the investigators until after all clinical data were
collected and the study completed.

Incomplete outcome data
(E5ES ZUXE)

4=x| g2

- Thirty patients were approached for study inclusion.
All chose to be enrolled. All patients had a posterior
popliteal sciatic nerve block and a perineural
catheter placed successfully.

Selective reporting
(MEfA H)

F0 ZIRl £3 F4 U A2 NS THT20 M3

Industrial funding support
(B1ZHATH| XIY)

The authors thank Sorenson Medical (West Jordan,
UT) who donated the infusion pumps used in this
investigation. The authors also thank Jenny Kline llfeld,
M.D., (Pediatric Associates of Ocala, Ocala, Florida),
for her valuable editorial contributions.
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