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We carried out a block randomization. Three blocks were
S T - | icipants i
Random sequence generation o established, _ with seven participants i each. In t_he
SRO] HY A=A AYA]) S5l envelope designated for the randomization, there were nine
== pieces of paper: three with “4kHz/100Hz" written on them,
three with “4kHz/2Hz”, and three with “PG”.

i BXS  The pi f icked by the partici
Allocation concealment =2 e pleces of paper were picked by the participants
(B =AM 21) 0 = themselves, who were not aware of the groups to which

=3

they had been allocated. The randomization process was
carried out three times.

Blinding of participants and
personnel
(S FHOXL, A0 CHEH =7 1)
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-This is a double-blind, 3—armed, randomized controlled
clinical trial

-As strong points of this study, we highlight the double
blinding, the use of validated and culturally adapted
instruments to assess pain, performance of flexibility tests,
and the specific population(individuals with low back pain).

Blinding of outcome
assessment
(BHI10 CiEt =7 13)
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They were_evaluated before and immediately after the
intervention, by a previously trained, blinded physical

therapist.

Incomplete outcome data
(S35 ZuKR)
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(The project was approved by the Research Ethics Committee
ofthe Federal University of Parana (CAEE: 44642615.2.0000.0102),
under protocol number 1145540, and prospectively registered on
ensaiosclinicos.gov.br (RBR-59YGRB).)
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This research did not receive any specific grant from
funding agencies in the public, commercial, or
not—for—profit sectors.
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Random sequence generation
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(29 tiEeM 4Y) o5
T =24 Permuted block sizes of b5, 4, and 3 generated a list of
computer codes for 51 participants assigned to three

Lo groups (Fig. 1).

Allocation concealment EE

(BHAN 2H) 0S5

Blinding of participants and Oue This study was a single-blinded randomized clinical trial
Lo

E)O?'?lo;rgjlq oI=2RI0] Tyt 712 E%gw Different days and times of group intervention ensured

blinding for participants.

Blinding of outcome
assessment
(Z2-E7tol TSt =7 1)
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Incomplete outcome data
(S35 ZuKR)
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Private funding support
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Source(s) of financial support: The study is self-funded.

Conflict of Interest: The authors declare no conflict of
interest whatsoever.
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. | = . .
Random sequence generation 0 2o After the baseline assessment, the participants were
(A HiAAA MA) 0 % = randomized using random blocks.
= =

Before, block randomization was performed for the 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. In
total, these blocks were repeated 7 times, totalizing 105
participants, who were blinded to the intervention.

Allocation concealment

(EhE2N o) In addition, 1 physiotherapist who was unaware of the

study performed the intervention. After the end of the
TENS experiment, block randomization was initiated in the
interferential groups. Again, in each block there were 5
papers from each group, i.e., 5 of GI2kHz/ 100Hz, 5 of
Gl2KHz/2Hz, 5 of GI4KHz/100Hz, 5 of Gl4KHz/2Hz and 5 of
GIP, totalizing 25 papers. The block randomization was
performed 11 times until it totaled 280 participants.
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Blinding of participants and =S This is a randomized, double-blind clinical trial
personnel O=2
(S EOIXL, AR LS =I1E) O =224 blinded examiner, previously trained for each of the

different stimuli (TENS x IFC).

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

=2

Incomplete outcome data <o A=7| o2

= -HE| fim i) == HACO
(E5=8 2UKR) 0] 254l
Selective reporti w3
peytikcadel OE8 AW Halis 2| oy 25 20
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Declaration of competing interest
The authors declare they have no conflicts of interest
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An  external  website(http://www.randomization.com)

Random sequence generation (accessed on 27 May 2020) was used to complete the

O0Om
nrrHE
pjo ojo

SR HiAAA M) = group allocation. Participants were randomly (using block
=== randomization, 1:1) allocated into 1 of the 2 groups created:
the experimental group (ICT) and the sham group.

: =2 N~ .
Allocation concealment <o The randomization was performed by an external assistant.
(Hi™a=M 2) oo The participant had to pick up a number out of a hat.

==
Blinding of participants and O%2
personnel == randomized, single-blind, controlled trial.

(BT ROIR, SR ThEt =71 O 22

A blinded researcher collected the measurements at
Blinding of outcome baseline and immediately after the treatment.
assessment

(Z2Hg710] et =7td)
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The_rater, who was blinded to group allocation, collected
the baseline clinical data.

[ s
Ir;cgrg&le;?_'outcome data O=s Axz| o2
( T'_‘°|_|' E-'-I'Xl'ﬂ) E\ Egl')él
Selecti i m=s
elective reportin = = =
(Mt ﬂ)p o S E_-%M 01N AP0l ol S ZDo| ofe) 25 Bt
==
. . | s Conflicts of Interest: Authors declare no conflict of interest.
Private funding support O=o

D7t SiH| X[ - - ; - .
( THI XI1E) O == Funding: This research received no external funding.
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EE TEECE

o They were randomly divided into 3 groups i.e. Group A, B
Random sequence generation O=o and C. Each group consisted of 15 participants.
(R &M )

HSEAL
WESS _oxel vy wuol tiet M0l 918
. O%2
Allocation concealment =o o1z oo
(Hl,lx.LJ'L_kI 2]1:“) H;I:I —H HAO
oL — . %%‘}AI
Blinding of participants an 2 . . . L
per:onge?l participants and E"o A randomized, controlled and single blinded (participant)
I

(G152 RIGIR}, ITIRIO) CHBHETIR) [ 23HA clinical trial was carried out

Blinding of outcome O
assessment =S oz o2
(Z2rEI10 Cist =7 1) O ==
H =3
Ir;'cgrgrilegtj_'outcome data =o =3 o
(E5E8 ZAIR) =T
' i [ eus
o gaperine OES 970l A0 Hole2 2ol ois 25 2 as
=1 .
O ==
; ; O3
Private fundlng support O=o o1z oo
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Random sequence generation SE A person who was not involved in the study picked out a
(S RN 48 it persen Y pickec ¢
T = =8 number (either 1 or 2) from a sealed envelope for unbiased
randomization.
Allocati Iment ms
ocation concealmen =
(HIE2M ST O %‘—%M -S| i WO CHet 2F0| Gl
= O 2=
i i Te] LIS
ggpsdc;rr:ge(z)lf participants and E co This study was designed as a double-blinded randomized
(947 ROIX, ot7Xol et svk) ) mega  controlled ial (RCD).
Blinding of outcome e Th(_e _par’u?pants were Evalgateﬂ before I<|a1_r1d _oruz daﬁ anfterI
assessment ke tramlng or two weeks oy three we tralr}e physica
(ZTmI0] st =712)) 0 os.  therapists, who were not informed on the subjects and the
=Te =wrls =52 purpose of this study.
=2 =
Incomplete outcome data N=o 4=X| gz
(B325 Z20KR) 0 %s%g No one was dropped out after the training
. . =3
Selective reporting 055 2700 A0 Yolis Z20) tfof 25 20
(MEN 2 1) —_
O =4
This work was supported by the 2019 Gimcheon
LS University Research Grant.
Private funding support Zo
(217 S| X|R) g %gw This work was supported by the National Research

Foundation of Korea (NRF) grant funded by the Korea
government (MSIT) (No. 2017R1C1B507659714).
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Random sequence generation [ = 61 patients suffering from CNLBP were randomly assigned
== to IF group (n=30) and placebo IF (n=31
(X9 HIEIEA 454) JEE, group (n=30) and p (n=31)
O E%l'e
By asking the subjects to draw an envelope from a
Lo .
Allocation concealment IE concealed box, each enve_lope contains a vellow or blue
(HRAA 2H) U] o card and they were accordingly assigned to the two groups
O == of the study.
Blinding of participants and O%2
personnel =S oz gle

(B FOIX, BRI Chst =7k) O 2=t

Blinding of outcome O
assessment m=S oz 92
(Z2rg71o]l Cist =7H) O ==

=2
Ir;cgmrilete outcome data =o =5 g2
(388 21Kg) 0 =54l

. . =3 . -
Selective reporting N=o A0 g ZUEAIRO]| Cho ATAnoM 25 2106t U
(e8] H7) 0 Saial =
=23=

The authors declare no conflict of interest regarding this
article.
No funding for this study

Private funding support
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Random sequence generation 0 co Casual randomization using the sealed numbered
SR HiAAA M) ey envelope technique was performed by an administrative
O E%l'e ;
assistant
. H =3
Allocation concealment =2 three—arm, randomized controlled trial
(Hi™a=M 2) 0 %s%g with as assessor who was blinded to the group allocation
indi ici Lto
Blinding of participants and D’;i three—arm, randomized controlled trial
personnel U=s 2ta4 oj3gie

(S FOIXL, HTXI0) CHEH=71) W == see

A single phyciatrist who was blinded to the randomization
process evaluated each patient before treatment, and one
week and 12 weeks after the treatments. After evaluation

Blinding of outcome
assessment

O0Om
nrrHE
pjo ojo

(Zztgotol cist =71) =& by the physiatrist, the patients were randomized into three
groups
. Lo
LD ioome data O5S  whege $HEER S0 25K 2 012X 918
e = O &
. . = -
Selective reporting 0 s OD2EZ2 QX7 A0 oIgE ZnX|H0| ol S-Zuto
(MEN 2 1) O % Su MBS BUGH QS
_ =
: - O%s
Private fundlng support O=s oz oo
(BIZ+ 17| X|9) g
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29 HIZ S

: H =S
Random sequence generation O=o
(29 tiEeM 4Y) 0 S5l

=0 The group allocation was concealed in sequentially numbered
LS opaque—sealed envelopes.

Allocation concealment 0 oo
(B =M 2H) 0 %gw

Blinding of participants and
personnel
(S FHOXL, A0 CHEH =7 1)
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Treatment with electrical stimulation was performed by
different physical therapists to those responsible for the
pilates exercises to ensure blinding of pilates therapists in
relation to the type of current used.

In an attempt to blind the patients of the placebo group as
to their treatment group, they were told in the beginning of
the treatment that they might or might not feel a tingling
sensation, according to an individual sensitivity.

The data were coded so that the statistician remained blind
to group allocation

Pain intensity was assessed at each session by the

Blinding of outcome m =2 therapist who performed treatment with the pilates
assessment O=3 method. This therapist was blinded to the type of current
(B0l oist =7 1) O == that the patient received so as not to influence the
way the exercise was conducted.
=2
Ir;cgrg&lete outcome data O=s Axz| o2
( x_l'__ol_" ?Edﬂ}xl'g) E\ %ilh)él
Lo
Selective reporting EE D=EZ0| EXot0 HL0A ARK0| Hollz2 ZaX| B0 s A
(MEN 2 1) 0 ;gw TEAOIN 25 Ik S
==
The randomized controlled trial was approved by the
m LS Research Ethics Committee of Universidade Cidade de Sao
Private funding support DE Paulo (CAAE 18034113.7.0000.0064) and funded by Sao
(21ZF A1H| X1 0 % SiAl Paulo Research Foundation (FAPESP - 2013/17303-6).

FAPESP was not involved in the data collection or analysis.
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39 LEERE
m e MEE 20011 Y= HES S045t 1 SPSS T2 1349 A
Random sequence generation = co BE FZ YYS 0180101 LAt S 50%E FARIZ F&010
(RXQ IR M) O=sa == 82 ICTgroup, UBIAI HEHS placebo ICT group2 o
B ALt
. O X3
Allocation concealment O=o o1z oo
(B =AM 2H) i s e
=24
Blinding of participants and ORS £ ZHINMIMI|XZ(ICT) 2 S At S0t HMR= 5 Al7|
personnel =S | %0 ZHINMIH7|XS(CT) HEDH 22 ST

(G HOIXL, SRt LSt =71) O =5t (ST RCIRION CHE =71

Blinding of outcome O%2
assessment H== Ag gl
(F2rg7to]l Cist =7t) O =5
. LIS
Incomplete outcome data 0 oo 2=3| ol
. : =3 - -
Selective reporting N=o AT A0 Holiz2 Z0ARO| CHolf H7ZoM 25
(MEx B ) Desy =698
==
: : O3
Private funding support O=o o= 010
(2IZt 7| XIH) - %5 Al —= e
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The free software Epidat 3.1 (Conselleria de Sanidade,
Xunta de Galicia, Spain and Pan-American Health

R , [ = Organization) was used to obtain the random sequence,
andom sequence generation = hich ‘ ; ol i
(2RLQ] HYRIAM AJA) O== which was safeguarded by an assistant not involved in the
T = O == trial. A 2:1 randomization ratio, in favour of the

experimental group, was used following previous trials on
low back pain and the study hypothesis.

Presealed opaque envelopes were used to distribute

Allocation concealment participants into the control (n = 20) or the experimental (n

(HiEE=A 2H)

O0Om
nrrHE
pjo ojo

=34 = 44) groups.
- o Lo
Egpiﬂ%;f participants and EE Third, interventionist blinding was not possible, which may

(G171 RIOJR}, GITLKIO| T3t S71R) [ 23iAl represent a potential of bias.

1 i LIS
S;Eg;g?nzzgumome EE A randomized, single-blinded (the subject allocation was
(Zm710] T3t £712)) 0 284l blinded to the researcher collecting the outcome data)
. Lo X .
Incomplete outcome data 0 oo No loss to follow-up was recorded during the data collection
(ES=s5H2NRR) Ozay O analysis phase.
. . [ = - -
Selective reporting 0 co AT ARKOH Holiz2 A2 CHoll ALZUoM 25 E 1
o o | = o
Declaration of Conflicting Interests
The author(s) declared no potential conflicts of interest
L with respect to the research, authorship, and/or publication
Private funding support 0 oo of this article.
(212 A7) K|) Osaw

Funding
The author(s) received no financial support for the
research, authorship, and/or publication of this article.
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Random sequence generation
(F2 HiEe=M 44)

A researcher not involved with data collection performed
the randomization using random number generation in
Microsoft Excel for Windows.

Allocation concealment
(HiE=A 2H)
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The allocation was concealed in_sequentially numbered
opague sealed envelopes. After the assessment, the
eligible patients were randomly allocated into the treatment
groups by the physical therapists responsible for
electrotherapy.

Study limitations

Because the proposed intervention is exercise, it was not
possible to blind all therapists and participants. Considering
the risk of bias, the Pilates therapists were blinded to

1 i 101 LIS
ggps(ﬂgg;f participants and EE patient’s group allocation so as not to influence them
(G17L 20IX}, ITKIO LB =71 [ =atal during the exercise sessions.
Each participant was also asked not to discuss the
treatment with other participants to avoid finding out which
electrotherapy group they belonged to.
The study design was a 2—arm randomized controlled trial
Blinding of outcome =2 with a blinded assessor.
assessment O=2
(Barmoto] st =o1) 0O == Outcomes, eligibility criteria, clinical, demographic, and

anthropometric data were assessed by a blinded assessor.

Incomplete outcome data
(S35 ZuKR)
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FMPE|ZH SOt AR} 2 22t 28, 350] UAOL} A2t Z
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There was a loss of outcomes of 2 patients in the active
IFC+Pilates group and 3 in the placebo IFC+Pilates group in
the 6-week followup, and a loss of outcomes of 1
participant in the active IFC+Pilates group (except for pain,
which had a loss of 2 participants) and 2 participants in the
placebo IFC+Pilates group in the 6-month follow-up.
These follow-up losses occurred because patients could
not be reached by the telephone number provided. In the
case of the 2 losses of the outcome pain, there was an
error of the blinded assessor.

Selective reporting
(e8] H7)
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D2 EE0| EXHot0] ATL0IA ARH0l| Holiz2 Z2X|H0) ChHal
TEUM 2F Hot UZ
(~ protocol was published previously.)

Private funding support
(217t SH| X|3)

Ethics committee and funding

The study was approved by the Research Ethics
Committee of Universidade Cidade de Sa™o Paulo (process
no.18034113.7.0000.0064)
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Random sequence generation
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Allocation concealment
(™A 2H)
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Randomization was performed by a researcher who was
not involved in the recruitment or treatment of participants.
The subject allocation was performed randomly using the
website randomization.com, and the group codes were
kept in_sequentially numbered, sealed, opaque envelopes.

Blinding of participants and
personnel

(G BOIXL, SR TSt =7k)
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Subjects were randomly allocated into three groups: 1 kHz
IFC, 4 kHz IFC and placebo IFC. The evaluator and patient
remained blinded to treatment. The person applying the IFC
was not blinded to the treatment due to the nature of the
interventions.

Data analysis was performed by a statistician who was
blinded to treatment groups.

Blinding of outcome
assessment
(BHI10 CiEt =7 13)

To ensure that the evaluator and patient remained

blinded throughout the entire process, the equipment was
covered with a dark cloth.

Furthermore, evaluator was not present when those
guestions were asked to participants.

Incomplete outcome data
(S35 ZuKR)
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Selective reporting
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the trial protocol has been published (Correa et al., 2013).

Private funding support
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Funding sources This study was supported by the Fundac~ao de
Amparo a Pesquisa do Estado de S~ao Paulo — FAPESP, Brazil
funding approval number: 2012/13910-2 and the Conselho
Nacional de Desenvolvimento Cient | fico e Tecnologico — CNPq
(funding approval number:473929/2012-0).

_’|3_



HAtH(Ref ID) 1088
1MXHETAHLT) Fuentes(2014)
a9 HIS2 S

Random sequence generation

(FHS A 4Y)
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A randomization sequence stratified by sex was
computer—generated by a research assistant not involved in
the study.

Allocation concealment
(HiE=A 2H)
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This assistant distributed the results of the sequence into
consecutively numbered, opague, and sealed envelopes.
Participants were allocated to the treatment groups by a
physical therapist who opened the next available envelope
prior to each treatment session.

Blinding of participants and
personnel

(& FOIXL, S0 TSt =7H)

m =S
O=s

REY

This was a double-blind, placebo—controlled experimental
study with repeated measures.

All measurements under the 4 treatment conditions were
made by the same trained investigator ( J.F.) who was blind
to the treatment applied and to the statistical analysis.
Participants were blind to intervention status. To determine
whether the active and sham IFC treatments were
perceived differently, the difference in expectations of pain
relief scores at baseline among the 4 treatments was
calculated. In addition, after the session ended, participants
were asked to guess the type of treatment received (ie,
active IFC or sham IFC).

Our study had high internal validity, as shown by adequate
randomization, concealed allocation, baseline comparability
among groups, and evidence of effective blinding of the
research team and participants.

Blinding of outcome
assessment
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The analyst was blinded to treatment allocation.

(Z2rg71o]l Cist =7H) =24
=2
Ir;cgrgrilege outcome data N=e AZ7| 9le
LIS
Selective reporting E o ATLOIM ARSOH Follz2 ZotX| RO il HTEU0M 25 210
(e =51) 0 %S;Z*’é' St AU
Dr Fuentes is supported by the University of Alberta
through the Dissertation Fellowship Award.
LIS
Private funding support EE This project was funded by the Physiotherapy Foundation
(2UZH A7H] X|9) 0 %gw of Canada (PEC) through the Ortho Canada Research Award
==

and the Department of Physical Therapy, University of
Alberta, through the Thesis Research Operating Grant
Program.
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Random sequence generation
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Allocation concealment
(HiE2=A 2H)
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individuals were randomly assigned to receive massage
with ~

Concealed allocation was  performed using a
computer—generated randomized table of numbers, created
prior to the start of data collection by a researcher (ICL-P)
not involved in either recruitment or treatment of the
patients.

Individually, sequentially numbered index cards with ratio of
allocation 1:1 assignment were prepared.

A second therapist (AMC-S) blinded to the baseline
examination findings opened the envelope and proceeded
with treatment according to the group assignment. All
patients received the intervention on the day of the initial
examination.

Blinding of participants and O%2
personnel m=sS . . . .
(G17L Z0IX}, ITKIO CBH S| [ =atal A single blinded randomized controlled trial.
. All data were gathered before the first treatment session
LIS
aleg:;g?nzzgumome E oo (baseline) and immediately after the final treatment session
(ZI2HT710) ChBt =712)) 0 54 Dy a trained physical therapist assessor blinded to the
=Te ==iE =5 treatment allocation of the patients.
Lo _ _ _ - -
Incomplete outcome data EE S0l 2ZX17H 1H U2 ol AFX7E Ano| FE2 0|XIX|
(E5=8 2UKR) 0 %s—z Al s AeE HY
LIS
Selective reporting E co AT ARKOH Holiz2 A2 CHoll AHZAUoM 25 E
o o | = o
(M 21) Oy oMU
. . m =S Funding
g:g?g_%’gld%?%)s upport O=3 This research received no specific grant from any funding
i = O =3t agency in the public, commercial, or not-for—profit sectors.
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Random sequence generation

(FHE A 4Y)
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After evaluation by the physiotherapist, the patients were
randomized, through numbers created 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.

Allocation concealment 0 3 A set of sealed, sequentially numbered opaque envelopes
(B =M 2H) 0 %gw was used for study group assignment.

Single-blind randomized controlled trial
Blinding of participants and O%2 Thus, the study was single-blinded, i.e. the examiner had
personnel H== no contact with the patient during the treatment, and the
(AT ROIXL, AKX St =01) O =& patient was instructed not to report what assistance had

been received during the sessions.

ORI thot SM =78l Me|7t O|RUAIX| S5

Blinding of outcome
assessment
(Z2-E7tol TSt =7 1)
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After completing the 10 sessions, the patients were
reassessed by an_independent evaluator who used the
same instruments.

FHUET|IZE SO 212t SMT 6F, AT 1HO| Z2EX| LMo
Lto oL, ITT 248 3t
Incomplete outcome data E o
(B325 Z20KR) 0 = s;j N The intention—to-treat analysis included all the patients
=5 with VAS pain evaluations, and the worst results were
considered to be losses.
, ' O3 -
Selective reporting m =S A0 AP0 Holis2 20XE & YR ZuPF =2 E= T2y
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