RoB(Risk of bias)
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¢iH(Ref ID) 1(#28)
1M XHSHAT) Jalalvandi(2022)
39 HIZEHH At

- This single-blind randomized clinical trial ~ design
Adequate sequence mse - Permuted block randomization £~2
generation O==2 Using permuted block randomization method with
SR HiF A=A A O =24 a block size of four, they were randomly assigned

Allocation concealment
(HiE=A 2H)

O0Om
nrrHE
pjo ojo

"
i1
=

to two groups~
- In order to control the potential selection bias, the random
allocation sequence was generated by a person who was

not involved in the enrollment or screening of participants

Blinding of participants

I3 - This single-blind randomized clinical trial ~ design

and personnel ) Zo B _— _
(GITL RHOIX}, G0 TH3H B =S The statistician who analyzed the data was blind to the
-'TI-_7FE.':!) T e - O==d aroup allocation of participants.~ blinding the participants

— Co was not possible. In addition, the researchers that provided
Blinding of gutcome E fos the treatments for participants were not blind. because they
assessmen == - . - - .
(HIT7 10 et =7 12) O =54 were involved in the intervention process and data collection.
Incomplete outcome =2
data addressed O=8 - 4EX Q2
(388 21UKR) O ==

- D2ES0| EMoll, G700 g el 2E AutE 208!
Free of selective me = The trial was retrospectively registered in the
reporting 0o Iranian Registry of Clinical Trials (www.irct.ir) on
= === » all methods were performed in accordance with
the Declaration of Helsinki.
- Funding was supported by Kermanshah University of
Medical Sciences (reference number: 97831). We affirm

Other bias : =S that we have no financial affiliation(including research funding)
Funding O==2 or involvement with any commercial organization that has a
(a9 b= O == direct financial interest in any matter included in this

manuscript.
- The authors declare that they have no competing interests.
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gi(Ref ID) 2(#1438)

1M AHETAE) Tella(2022)
g9 HISE Als
Ad t m =2 . . . . . .
gegg:ﬁignsequence =2 - This study was a single-blinded randomized clinical trial
(2E19] HiRIAM A1A]) (] 2504 approved (ADM/DCST/HREC/2047) ~

o - Randomization Permuted block sizes of 5, 4, and 3
Allocation concealment E E generated a list of computer codes for 51 participants

(HiRAM 2H) assigned to three groups

This study was a single—blinded randomized clinical trial
approved (ADM/DCST/HREC/2047) ~
ZHOIXH0)| Ciet =712 AL SEAL| Tt w713 Aiglis

Blinding of participants
and personnel

OomQd
nrrHE
pjo ojo

|

(&7 FOIXL, HLXtol Chi gt

= 7H2) == - Different days and times of group intervention
—/Ia . . .
ensured blinding for participants.

Blinding of outcome O%2
assessment O=s - 7RO =71 O] tiet ARl AHE gls
(B0l oist =7 1) ==
Incomplete outcome =2
data addressed O=s - Z&X 82
(B52st ZYK=) O ==t

- Z=E30| EXffot, SR Age 2= Z0E B9
Free of selective [ = - This study was a single—blinded randomized clinical
reporting O=s trial approved (ADM/DCST/HREC/2047) by the
(MEN 2 1) O == Health Research and Ethics Committee of a

University Teaching Hospital.

Other bias : =2
Funding O=2 - The authors declare no conflict of interest whatsoever.
(3 2 HE O ==t




H(Ref ID) 3(#58)

1XXHESTAE) Caldas(2021)

%of HS S A

Adequate sequence m=s - This is a single-blind randomized controlled trial, ~

gDenegatlon N 0 ’Lr;%)u - The randomization performed by participating researcher

(P HB2M &) O==d not involved with the recruitment or evaluation of patients.
) msS - The allocation in the groups was randomized and

Allocation concealment m eo concealed and was achieved through the use of random

(HHZ=M 2H) O ;ijg numbering, sealed and opaque envelops.

Blinding of participants
and personnel
(7 EOIXt, HEXI0]| Cht

=713)

- This is a single-blind randomized controlled trial, ~
- SATENA}, 2B (evaluator) =71 HE

= The evaluator researcher was blind, without any
knowledge as to which group each patients was
included in and patients were blind to the type of TENS.
» (assessment) The functional capacity and

OomQd
nrrHE
pjo ojo

"
i1
>

Blinding of outcome
assessment
(BHI10 CiEt =7 13)

quality—of-life questionnaires were then applied:

=2 Roland-Morris and Short Form-36 health survey
O==2 (SF-36)~. This process was by the same evaluator,
O ==t all in the same sequence~

Incomplete outcome
data addressed
(588 ZUKR)

- CHAK} 56H £ 129 drop-out(21.4%)

O%= Figure 1 shows the participants not included and the 12

=2 losses (three in each group)~ Possible limitations of

O ==t this study are the nonachievement of intention to treat
and a drop rate of approximately 21%.

- B2EZ0| ZXf517, SO IFH RS AN B0y

. Lto = This is a single—blind randomized controlled trial,~
Ir:ggr(;zzelectlve E;_E WhiCh was accepted by the ethics committee
(MEYR| H7) 0] 25t with the following registration number(1.953.896)

and registered and accepted in Clinical Trials with

the following prospective registry: NCT03111199
Other bias : m =S - Financial disclosure statements have been obtained, and no
Funding O=2 conflicts of interest have been reported by the authors or by
(a9 b= O == any individuals in control of the content of this article.
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1XXHESTAE) Dias(2021)
Y HISESE A

Adequate sequence
generation
(F2 HiEe=M 44)

nrr b
pjo ojo

M
jor
=

Allocation concealment
(HiE=A 2H)

nrr AL
oloojo | J

OoOom [ OOom

Ul

Lo
=

- This is a randomized, double—blind clinical trial, ~

- the participants were randomized using random blocks
Before, block randomization was perfomed for TENS
group. For this, each block contained 15 papers, 5
containing of GT100Hz, 5 of GT2Hz and 5 of GTP. When
the 15 papers were drawn, a new block was formed.

Blinding of participants
and personnel

(&7 FOIXL, HLXLol Chi gt

=713)

O0Om
] nrrHE
tor 0jo 0j0

L
fon
=

J

- This is a randomized, double=blind clinical trial,

- In total, these blocks were repeated 7 times, totalizing
105 participants, who were blinded to the intervention.
In addition, 1 physiotherapist who was unaware of the
study performed the intervention.

Blinding of outcome
assessment
(BHI10 CiEt =7 13)

- 7S] =710l thet ARl s glE

Incomplete outcome
data addressed
(588 ZUKR)

- I, AL QAR 47t SUEER 81S)

Free of selective
reporting
(Mt =)

- D2EZ0| ZNolD, APYHY HFEH BE ZS L1

= number 1145540 and prospectively registered on
ensaiosclinicos.gov.br(RBR-59YGRS)

Other bias :
Funding
(3 2 HI=d

nrr b
pjo ojo

L
fon

Ooom

Ul

J

n=

- The authors declare they have no conflicts of interest




Hti(Ref ID) 5(#238)

1MXHETHAE) Facci(2011)

a9 HISEHLH Als

Qgﬁg;}‘gnseq“ence EE - the patients were randomized, through numbers created
(S0l HIEAA ) %;F%I by a computer, into three groups: 1) TENS (n = 50); 2)

interferential current (n = 50); 3) controls (n = 50). The
randomized design was balanced in groups of 50.

- A set of sealed, sequentially numbered opaque envelopes
was used for study group assignment.

Allocation concealment
(HiE=A 2H)

nrr AL
oloojo | J

OoOom [ OOom

"
i1
>

Blinding of participants
and personnel
(7 EOIXt, HEXI0]| CHEt

=713)

— DESIGN AND SETTING: Single-blind randomized controlled

- the study was single blinded, i.e. the examiner had no
contact with the patient during the treatment ~

- The examination was done by an independent

OomQd
nrrHE
pjo ojo

I
jor
=

J

physiotherapist before and after the protocol of ten
treatment sessions. This examiner did not follow the
treatment and did not know which group the patients had
been included in.~ however, the pain intensity was also
evaluated using VAS among the patients that received
TENS and interferential current.

Blinding of outcome
assessment
(Z2-E7tol TSt =7 1)

O0Om
nrrHE
pjo ojo

I
jor
=

J

- CHARL 150 = 138 drop-out(8.66%)

= Thus 150 patients were included in the study and
evaluated.~ Thirteen patients (8.66%) gave up
during the treatment, of whom six (12%) were in
group 3 (2%).

= Although 13 patients(8.66%) did not finish the study,
this small number of losses was not enough to

Incomplete outcome
data addressed

O0Om
nrrHE
pjo ojo

(ESE5H A=) == influence the significant results of this clinical trial.
- ITT 2Mg el 200l gats 7KK 942
The intention—to—treat analysis included all the patients
with VAS pain evaluations, and the worst results were
considered to be losses
Free of selective O3 — IOl MASt 2E Ait= AIEEQUCL Al
reporting O=2 SSERVAS), 7ISHOHRMDQ)Z = 1Tt HA|= 1T
(A% 57 m = ZIf) g0 QYR HIGINS
i . LIS
S::girnk;as ' EE - Sources of funding: None
fudi=] . . .
(19 H=Y 0 54l Conflict of interest: None
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1MXHETAHE) Choi(2009)
a9 HISEHLH Als
Adequate sequence O%2
generation O=s - 2| BiIEEMO Chet EHERI g gig
(2 ti-EM 4Y) =2

. O
Allocation concealment O=o _ oz olo
(™A 2H) e —E e

=3

Blinding of participants Oue
and personnel 0 oo
(F+ EOIXL, ALK CHEE - %ijg

=71)

Blinding of outcome
assessment
(B2l TSt =7 1)

’-F AL
0 0/o

e H
Jor g
=

- =710 Ot ot fls

[

Incomplete outcome
data addressed

b
ojo

OoOom O0O" mO0O
il
oo

(525 21XtR) =S

Free of selective =S

reporting == - AR OgE RE 2E B st
(MEf 1) =S

Other bias : O

Funding O=2 - OEgs

(3 2 HIEE) H ==




Hti(Ref ID) 7(#266)

1XXHESTAE) Itoh(2009)

a9 HIZE S At

Adequate sequence m e - The design of this study was a randomly controlled clinical
generation 0 _fr.:é trial using a block randomised procedure.

(REPQ] HYEAN AA]) [ 2504l - According to a block randomised allocation table(generated

by Sample Size, version 2.0, Int), the enrolled patients were

allocated to (1) the control(CT) group (2) the acupuncture
Allocation concealment (ACP) group (3) the transcutaneous electrical nerve
(HIEEM 2H) oo stimulation(TENS) group or (4) the acupuncture and TENS
- (A&T) group.

Blinding of participants

Lo
and personnel EE
(7 EOIXt, HEXI0]| CHEt S5l
=713 W==e — Lyl2I0 CHEH /A0l 012 o2
Blinding of outcome O%2
assessment O==2
(B0l oist =7 1) =24

- CHAK} 32 £ 6H drop—out(18.7%)

One patient in the ACP, two patients in the TENS
group, one patient in the A&T group, and one patient
in the CT group dropped out as they had not
responded to the respective treatment.~ The dropout

Incomplete outcome
data addressed

O0Om
nrrHE
pjo ojo

SX95F Z0KtE ShA| S .

( EINE) =0 rate was not significantly different among the groups.
The analyses were performed on the 26 patients who
completed the study and provided required information

Free of selective =S

reporting O=2 - 0l Qi E 2E ZUE H gt

(Me 21) 022

Other bias : O%2

Funding O=s - Agels

(3 2 HE =2y
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1M AHETAE) Kofotolis(2008)

a9 HIZE S At
Adequate sequence O%2

generation O=2 - 22| HiEEM0l Chst 2RI 2iF Sl

(REel AN 4Y) W=

- =Y S =ME ALE010] i A 207t 0|F0i

The 92 individuals included in the sample were given a
number-name and each number—-name encountered w
as sequentially allocated to each of the four groups sta
rting from the first through the fourth in line with the o
rder of experimental conditions presentation

Allocation concealment
(HiE=A 2H)

O0Om
nrrHE
pjo ojo

"
i1
>

Blinding of participants

and personnel - 2o - This was a sequentially allocated, single-blinded and
g:;lal’;éfo:lxh ILXtol| CHSt 0 %ijgl controlled study.

—/Io

Blinding of outcome O%2

assessment O&= - US| =710 et ARl Ot elE

(B2EI10l et =7H) W ==

- CHAIRE 92 = 4H drop-out(4.3%)

4 patients dropped out during the intervention period.
This was due to inconvenience with transportation (for
two subjects) whereas two subjects (randomized to the
placebo group) dropped out due to perception that
treatment was of no help

Incomplete outcome
data addressed
(E5=8 2UKR)

O0Om
nrrHE
pjo ojo

"
i1
>

Free of selective m =2

reporting O=2 - SO Qg E 2E AuE B 0g
(MEi® H20) O ==t

Other bias : O%2

Funding O=s -oig els

@ uEd ==
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1XXHSHALT) Jarzem(2005)
39 HISES™ At

- HH 0|8, S5 M0l M2t =X1&02 249 Hi
Adequate sequence [ = Patients were randomized by random number tables into
generation O==2 one of four treatment groups upon enrollment in this study
(R HEEM 44 O =5 ~The patients were assigned to the group in a consecutive

fashion depending on the order of enroliment.

Allocation concealment
(HiE=A 2H)

B0
nrrHE
pjo ojo

I
jor
=

J

- AR 01 8

Blinding of participants
and personnel

(ST EOIXt, SHEXI0]| CHt
)

B0
nrrHE
pjo ojo

m
i1
>

Blinding of outcome
assessment
(Z2-E7tol TSt =7 1)

O0Om
nrrHE
pjo ojo

I
jor
=

J

- In this study, 324 patients with chronic low back pain with
blinded randomization to one of four treatment groups~

- ZUEZE o =HU2 S2XEAL 101 =718 Zl=Y, FHOXe|

=710l thst AN g Gl
A single observer using a gravity goniometer at each
visit measured objective physical measurements of
straight leg raising, hip, and lumbar flexion. This was a
blinded observer, who was a trained physiotherapist,
and was not the TENS technician responsible for the
initial adjustment of the device.

Incomplete outcome
data addressed
(E5=8 2UKR)

OomQd
nrrHE
pjo ojo

"
i1
>

- THAIR} 3502 & 26% drop-out: RAIPI HHE & 1% Hie)
HRY 3 AR SEI0] 5 2

Twenty-six patients(7.4%) were excluded due to
inability to return to clinic for all the evaluation
sessions ~

- HE FERE Al TR Bl 70%2 SER (30%2] EAE)

Only 70% of the patients returned a diary after three
months with a totally complete visual analog scale for pain

- IHE ANHUHM S5 21t 22 HI0|HE HEUA| 2ol 24 =7t

At each visit measures of outcome were examined.
The patient filled out a diary to keep track of ancillary

Free of selective O%= care, frequency of pain medication usage, intensity of

reporting == pain [visual analog scale] and other general medical

(=X =) mE== concerns, as well as the usage of the TENS unit.
(8t~ The visual analog scale data for evaluation of
efficacy of pain relief was not analyzed because of
incomplete data.

i . LIS
(F)::girnk;as ' E oo - The authors have not received financial support for the
(19 H=Y 0 54l completion of this project.
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1M AHETAET) Topuz(2004)
=L HIESEAH AL

Adequate sequence
generation
(F2 HiEe=M 44)

nrr b
pjo ojo

- The aim of this randomized, controlled study was to

determine and compare the efficacy of ~

USE SES AZ510] PAP B A

Allocation concealment
(HiE=A 2H)

nrr AL
oloojo | J

I
jor
i

Ooom |[OOn
THI
for
=

Y
J
[

Random assignment was performed by drawing from
sealed envelopes to ensure approximately equal numbers
of patients in the treatment groups.

Blinding of participants

- SR ChEt 2712 SR UUS

o
and personnel E ;‘_r_f The major limitations in the study design includes
(F+ EOIXE, ALKIOf CHEE 0 S5l potential bias because of inability to blind the investigator
=71 == to the treatment modality.
Blinding of outcome O%2
assessment o= - IHHol oigole
(F2rg7to]l Cist =7t) ==

Incomplete outcome
data addressed

O0Om
nrrHE
pjo ojo

- AR 60YH £ 5H drop-out(8.3%)

Five dropouts(8.3% of sample) for personal reasons;
three of the dropouts were in the Placebo TENS group

(E5=8 2UKR) =224 and two were in the percutaneous neuromodulation
therapy group

Free of selective =2

reporting O=2 - e g E BE ZAutE 216kl US

(M 2 1) O =&

Other bias : O%2

Funding O0=3 - =8I

(3 2 HE m =3

_’IO_
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1MIHETHAT) Cheing(1999)
a9 HISE A
Adequate sequence = - They were randomly assigned to the TENS or placebo
generation U] —Lﬁ% group, after stratification by gender as well as duration and
(RES ti-EM M) O =24 severity of pain.
Allocati | o]
o o DS - HPEA SO TSt TR o1 1S
[ |_ [ %s;—‘_l-)U
Bligding of palrticipants o
an p(_ersonne _ o — =7l2lof CH8H o= 912
(@7 FOX, PRl ot ES, =7 [0l thet 21 &
=71&) e
Blinding of outcome O%2
assessment O==2 - olEels
(F2rg7to]l Cist =7t) ==
Incomplete outcome =2
data addressed O=8 - AEX|7H UMK 42
(E5=8 2UKR) O ==
Free of selective =2
reporting O=s - IR0 OigE BE ANE BAI5t U
(MEx 2) O ==
i . Lo
S::girnb'as ' E oo - No commercial party having a direct financial interest in the
a9 H?%El 0 ;g'w results of the research supporting this article~
[=} ==

_’I’I_
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1M AHETAET) Deyo(1990)
39 HIZEHH At
Adequa’.ce sequence m=s - The subjects were randomly assigned to one of four groups
generation Os2 _
(REe] Hi-E=M M) Os& [Treatment assignment]
A pseudo-random assignment of the patients to the 3
) mue groups, TENS(14), placebo-TENS(12) and control(16),
ﬁllicffnoclgncealment =S was done controlling for 4 variables: sex, weight,
(B &=M 2TH) 0 254 ~ | diagnosis and pain severity.
- SFEOALS =7 [—HO0| UACLE, ALK Thet =71 OR= &
A O
T HAO

On the basis of the questions answered at the end of
the intervention period, patient blinding with regarded
1o TENS therapy was partially successful.

Among the subjects receiving true TENS, 100% guess

Blinding of participants
and personnel

(&7 FOIXL, HLXLol Chi gt

B0
nrrHE
pjo ojo

oy == o . O

=713 that they had functioning units were functioning
properly. In the sham-TENS group, 84% guesssed that
they had functioning units, but their degree of certainty
was less than that of the true—TENS group

- BRI =71 2, X|& 20| THE ALEAAZ 20|
Chiet B7t 0J&o
All measures of outcome were obtained either by the
i i LIS
alegg;g?nzzgumome E oo subjects themselve or by evaluators(physicians or nurse

(B0 CHEH =712) 0] 254l pra(_:titioners) blinded to the TENS or exercise .
assignmets.~ Only the research assistant who supervised
both TENS and exercise was aware of the treatment
assignments, and she performed no evaluations outcome.

- CHAXG 145H = 209 drop-out(14%), BSX| L ASAR7}
T RARE
145 subjcts were enrolled and randomly assigned to
study treatments~ By the four-week assessment, 20
subjects had dropped out(14%): (five from group 1; three

Incomplete outcome
data addressed

O0Om
nrrHE
pjo ojo

=520 ZUKIE =t
( EINE) = from group 2; five from group 3; seven from group 4)
The most common reasons for dropping out were
inconveniencd and difficulties with transportation~
i Lo
rFerszrttJIL ;‘electlve g S - A& 2 £3 ZH(VAS)S BE Z(A7H)0) TH3t 340] JHE 2
e o) .o HAIZIO] YO, Mg 2| S5 22 224 R0f HAGINS
i . Lo
S::girnglas ' E o3 - Supported by a grant(9920) from the Robert Wood Johnson
(19 =Y BEEN Foundation, by a Multipurpose Arthritis Center Grant ~

_’|2_
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1XXHEHAE) Bertalanffy(2005)
39 HIZE S At
Adequate sequence [ s - [Study Design] 100 patients aged 19 years or older were
generation O -Lﬁ% screened for participation in this randomized,
(FAR Ui =M 8Y) O == placebo-controlled, double-blind studly.

_ myS - The randomization was obtained with computer-generated
AIIocia:clonoconceaIment =2 codes, which were sealed in sequentially numbered
(=M 2H) O 23 opaque envelopes.

Blinding of participants
and personnel
(ST EOIXt, SHEXI0]| CHt

=713)

O0Om
nrrHE
pjo ojo

"
i1
>

- randomized, placebo-controlled, double—blind study

— Paramedic A recorded all baseline parameters and
measurements. Then paramedic A left the site and paramedic
B entered. Paramedic B performed TENS in accordance with
the following procedure in the absence of paramedic A. At the
end of transportation, paramedic A performed data collection,
again in the absence of paramedic B.

Blinding of outcome m =2 - This blinding scenario had been well rehearsed before
assessment O==2 starting the trial and was controlled through five audits by
(B0l oist =7 1) O & two physicians of our university hospital during the
data—collection phase.
- CHAIRH 729 = drop-out(12.5%), ZASX| U ZSAKR7} =7t
QA
| lete out mue 72 patients signed the informed consent and were
dna?cgrzgdereesg:dcome 0 oo enrolled in this study. ~ After obtaining the final
b= a7 isiA diagnosis from hospital the day after data collection,
(588 ZUKR) 022

6 patients in group1 and 3 patients in group2 had to be
excluded from data analysis because of pain from other
than spinal or muscular disorders.

Free of selective

WS
reporting O=s - g0 OigE BE A0E BEAI5t g
(MEx 2) O ==
i . LIS
Ej:zirngas ) E oo - Supported by an unrestricted study grant of the Vienna Red
(1 9 HjS2 0] 28k Cross, Vienna, Austria.
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1MXHETAHT) Herman(1994)

R

L=
MR
oM
10
oo

AL

b
ojo

Adequate sequence
generation
(B2 HiZA )

- Numerical randomization schedules were generated by
computer in balanced block sizes of 10

i

I
jor
=

J

Allocation concealment

(BB 2H) - AR 01F 8l

O

I
jor
=

In
o |J

Blinding of participants
and personnel
(S FOXL, SO CHEt

- Blindness of personnel and subjects to each subject’s
group allocation was maintained throughout the trial,

‘-r>|
00 0

OoOm mEOOCICON
nrrHE
pjo ojo

I H
for
e

=T =a except for the therapist who applied the TENS
—=/Ia

Blinding of outcome O%2

assessment O=2 - HI™QI o2 gle

@nEi) ot evt) mEsty

- The most obvious limitation of the study is the
disproportionate drop—out rate among the subjects.

- Although each group began the study with 29 subjects,
complete data on all outcome measures were available for

Incomplete outcome
data addressed

OomQd
nrrHE
pjo ojo

=520t duRlE =S . : .

@3 2R=) === only 15 subjects((561.7%) in Group A and 26 subjects(89.7%)
in Group B.

Free of selective O%2 — TR0 KAISE 2E ZAotE AG5H! BI¥CLE Als =

reporting O&=2 SBENVAS), 7ISHOHRMDQ)Z = I2HE Rt HMAE 1T

(MEx 2) =& 2Rt 20| FeiMTt BUIGKIS

Other bias : m e - UL EHEXR=2E XS

Funding O==2 This work was supported by a grant from National Health

(3 2 HI=d O =& and Welfare Canada(#6606-4077-60).

_’|4_



