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Abstract

Background: Randomized controlled trials (RCTs)
provide evidence on the effectiveness and safety of
interventions and inform systematic reviews and
guideline  preparation for clinical  application.
However, methodological flaws can occur in many
RCTs, and Cochrane's risk of bias version 2 (RoB2)
can be used to evaluate RCTs' risk of bias (RoB).
However, physical therapy RCTs in Korea did not
confirm RoB. Therefore, the purpose of this study
was to evaluate RoB using RoB2 in RCTs published
in the Korean Physical Therapy Joumal.

Design: Review.

Methods: The RCTs subject to evaluation were RCTs
published in 11 physical therapy joumals in Korea
from 2018 to 2022. RoB2 evaluated a total of five
domains: bias arising from the randomization process,
bias due to deviations from intended interventions,
bias due to missing outcome data, bias in measure-
ment of the outcome, and bias in selection of the re-
ported result.

Results: A total of 616 RCTs were evaluated. As for
bias arising from the randomization process, high risk
was the highest at 555 (90.1%), followed by low risk
at 41 (6.7%) and some concerns at 20 (3.2%). For
bias due to deviations from intended interventions, the
proportion of some concerns was the highest at 390

© 2023 by the Korean Physical Therapy Science

(63.3%), followed by high risk at 218 (35.4%) and
low risk at 8 (1.3%). As for the bias due to missing
outcome data, the rate of low risk was the highest at
399 (64.8%), followed by high risk at 159 (25.8%)
and some concerns at 58 (9.4%). As for bias in meas-
urement of the outcome, high risk was the highest at
294 (47.7%), followed by low risk at 224 (36.4%)
and some concerns at 98 (15.9%). In the bias due to
missing outcome data, the ratio of high risk was the
highest at 610 (99%), followed by low risk at 4
(0.7%) and some concerns at 2 (0.3%).

Conclusion: Most of the RoB evaluation results of
RCTs published in the Korean Physical Therapy
Journal were rated as high risk. Methodological qual-
ity of RCTs needs to be improved.

Key words: Journal, Randomized Controlled Trials,
Risk of Bias, Physical Therapy
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A A2l F2H¢) tZ27- A3 (Randomized Controlled Trials, RCTs)> A 22 TA2} X522 a3E 543+
THHanriton ¥} Locascio, 2018). <27 32} =(Evidence pyramid)°|X] RCTsE =2 T8 <AE 7HA AL 91O
Aol A AF-] AL RCTsS] Aol 7] x3te] Adelsh= Zlo] £thBhide &, 2018). RCTs= A2 &3 =
gl dist AL Alwsta I ARg St AAA 1@ QIS AR 2 dist JRE AlFsict
SHAINE EE RCTsE WHEZQ Ashs 7kx|a glow o2 ola] o Axfef| njEglo] whAyst 4= gl
(Macleod, 5, 2014).

HIEE Ao 2kg 4, Ahg 24, o] WY, =F &3 oA T olE mdolx| b wAyshy
A2z A e} ofE d3E 2]l ¥ th(Gardenier ¥} Resnik, 2010). H]%EH ] A 2Ql BE QS A
k= Aok st A Aol A1) Aol vlERS HAgs| ok st I lel® Aal o] AR A AE
Atolell |7t EAGTHE AFAES 23l s 8-S dFellA] Al oFsth Simundi¢, 2013).

RCTs9] HIEH S Hrlshs 32 AAA HE 22 TA2 895 dopry] 93t A7-52 T4 24t
(Sterne 5, 2019). RCTs®] HE# $13S F7lehs =75 FolA ZAa@e] v%E4 238 Risk of Bias, RoB) &7
£ dWrx o7 Abga| ghrh ShANE A2 FH < RCTsol A H|EH o] oj@ A WAehi=#] mhetstal =7t AFEA}
o yEwS vk 77 IS §1ds] 98 RoB2 =05 NItk RCTsS) H%Ed 9388 H7sh7] 93 w4l
RoB2: FA 4l ofe] AAA HECA Wo] ARgE 1 glow, F2 sk Aol 40,0009 ol -85 30t
(Sterne =, 2019).

RoB2: 5219 vy mpgoll A wAshs v, ot SAjolA ojg & 3 njEY, SAAT 25 A%
o2 Q3 HEY, FAAY FA] vEY, Ry A7Ay AYe] nEY F 57 HEY 93 9o
TAE o] Tk RoB2E 0] 83h= H 7= YR Ao $H3Y "5 (High)”, “dF 8 (Unclear)”, “St
+ (Low)"S.2 RCTs?| BIEH 9135 7K Sterne &, 2019).

Dechartres 5(2017)2] A-ollA+= 2011~2014 Alole]l Z3E TS| RCTs =< U O= RoB| A
P BrerGlet, Alzre]l Auaa 29 oA AT a7 4 29 T Y 999 vlERlo] FHAgIHRE
7 919 thE g9t A 7he) vEY o)z} QIIthal RISkt Vinkers 5(2021)2] Aol A= 1966134
2018 A=7HA €] RCTs2] =& B 7Feto] RCTsoll dist W &4 F4o] F4dzt W E4 F4o] Ax4 e
A= Qhrkar sl o] &Al S(2011)2] Aol kol shy) A E 1308 2] RCTs =i-S RoBE A3
st o dhelet AT FA o 2= Adetal UARE AT AAIgE A7 A Bl 38 7]&o] A5
A2 Aol Fasttial skqlth g (Olivo S 52015; 1@, 2022)2] AolA= EAE SAE 283t
RCTs2] F2H9] g g =41 2ol ofsh nlEsE 718kl 2™ Moseley 5(2019)2] 1-oll4= RoB2}
PEDro (Physiotherapy Evidence Database, PEDro) =75 &3l EE|X| 5 A& 283 RCTsS] HIEHS H7hstal
AAEE vtk

o)A § theFeh o] RCTset £=19] E8AE TAE 483 RCTs9) HEH S Hrlehe A5 UAAT
o} RoB2E AHE-3to] gty Ee] X 58t3]#] RCTse] BHlEHS B7HeE A7 F-538 AAolt) wpabA], i A5
T 2018 202215 7A€ gk B A= 88| A] RCTsE td O % RoB2E F3ll HIEH

o,
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2.8 ot =4 A gy

RCTs2] A H71= 93 RoB2 7to] =&}e(Sterne 5, 2019)2 Fa1ato] 3o H2]X]#8H3]#] RCTsS o=
=Y 93-S H7Fsth RoB2:= F2H9] w7 34, o mdt SAollM olg, TAAT} AR A, TAE
g, Bag A5An A9 viEd 9 T 57 FERORE FJEo] QlUTable 1>.

=

B AT Ah= HEg) ME--S 7| EEAS AFEato] AAEF% 01 Microsoft Excel 20212 AH&-ato] AHg
= Jelekith FAIZZ T SPSS ver. 22.09] WIERAE ARElo] AARE EAEI

L B S

2018 -] 20221 d7HA] TAA] F-H. o] AFe] st B X8 e A] 113X A 7S RS =i dlsh
E A 7583 84/, Bl mAEES] 7070, S uFFEAN A A 3] 787, TAIER X 5813 6871,
SEAA 87884 67), tiskEe] 2stE] 11671, thetE e X 5383 4970, sk d s SEe X583 12

N, g FerEe X583 6/, Ax=s

o] 3 Yl THFigure 1).
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2. FAk2| Ui A DHOM M7= HIEE I E
2018 5-H 20227HA] F 61670 v=3-0] 249 w7 B elA] A7) nlER A9l B4 A =& A7
H]E0] 555(90.1%) % 7Fd =9kom 1 vy W2 $13 41(6.7%), L7 -2 20(3.2%) =2 =S THFigure 2).
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Table 1. Cochrane ROB 2.0 tool
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Figure 1. RCTs published in Korean physical therapy journals
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Figure 3. Risk of bias due to deviations from the intended interventions
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4. SMZD Atz 250z 2T HIEE 2

= [=]
20185 -H 20220714 F 61670 =0 SAEI AR o] AS0R 1 nlEY 24 A w2 1] v

£0] 399(64.8%)% 7HE Eqkon] 7 TS 07 =S 93] 159258%), U $v 58(9.4%) w0 =gk
(Figure 4).
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Figure 4. Risk of bias due to missing outcome data
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100%
- l . .

80%

70%

19
60%
(16.5%) 5
50% 15.2% (16.5%) (15.9%)
O (18.2%)
40%
30%
20%
10%
0%
2018 2019 2020 2021 2022 Total
N = 115 N= 125 N= 123 N=126 N= 127 N= 616
=2 29 UE 23 =2 A™

Figure 5. Risk of bias in measurement of the outcome
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6. 2E AHDt MEIo| H|EE 2

201828 020710 3 61671 =) 0 €71 161 WES el 8 7o e el

£0] 610099%) = 7HE E=rom e 98 40.7%), U 2(0.3%) 0.2 = THFigure 6).
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¥ A7 RoB2 =75 ARESte] = EelA| R ShE| Aol JiAlE 616712] RCTs HIEH 195 H71ekleh

HIER P9 & AF nlgo] 7P T2 992 FAS v el A A7 vlEd, A S99 vE

H, By A7A Adge) ujEd o]tk
1%

2 AT T2 vl el A7 vlEE 1% 87F A3 555(90.1%)71] RCTsollA] =& f18 o= 37}

H ) -] Aol vl oA Suflof] Bet W8-S B arskA] ol HEY S =& 9o R HUEk
Om, F2R9) vy W g A 2ol et 8-S AAIS] Harst AT 41(6.7%)71 94T Olivo 5(2015)2]
Aol M= ZAF RCTs EE|A 5 AFRelA] 7209 a2 vy oA S3lE 5 Barsh A= 8.9%° =%
shrhal eFglom, o)z & A9} H|Szst o)t F-2H9] v Q1 AlE AdA| o] SAloln e niEy] AlA,
T A el thig 27 gl AR e SAARe] w7kl =] ¥ tk(Endres ¥} Badura, 2012).
ot wg oA Suh svkEA] s B AR 2k Al 7Fsl FeKOlive 5, 2015). 7 ARS RCTsS)
A& Fol7] el 729 el diet #d-S AdAs] 2Adslof star 9 =4, Fxpe] AY o] 5T
T e o] obd WA e AFH ZRIHE ARG FA] S & dert Qlvk e OFS e
e U %Er EE AR s Sl wg =AE 2dsloF sk
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o] F7H = A A2o] A Ftell JEFS XA = 79 224(34.6%) 70 AT Kahan -5(2015)2] 1ol
A w98t Ade] RCTsE oz A 5410 w7HE-S 7kt RCTs?) 74%7} w7 el ujst
Ar7F FEsiokal shodck o] st Akl AFoli= RoB2= AT 54 #1e] wrhdo] ¥4 drjete FA
A 2ol A¥} FAol nA]A] b= A W A ow HriEY] wiolet Atsdh A e =S Al
% oA kS g AR & Frte] gk vjERlo] 'S ¢ Qlth(Hrobjartsson, 2012; Hrobjartsson, 2013). 71
g7] o] AgAks ARale AT AaE SAE o A3 SHAE kel gk ARE AAElor akal w7k
o] HA| ¢kprhd AE FHkeHA] o= A S WS AR vEY APS HAsE o dith

Bud A7 Az Age] nEy 93 FHrt A3} 610(99%)702] RCTsolA & 9)do s H7he e} Scott
5015)°] AFellM= A A1E SFo] 253 HololE Fale]E shEAE d o ®E AF QIIAE T F R
o g HA gt A4S DS 1 A 33.1%2] Al AR SEE 1o 14.4%2] A7) AR
SEE U] WAl itk Bk E A2 99%2] RCTs= AR AAAIE S50l tish Frot Ay
HA] ekoket =rA oe A HAA 93] (Intemational Committee of Medical Journal editors, ICMJE):+= 20051
HE A7 Al Aol ISAIES 558 vt glom, ehs]R)9] &3 20 R P 5 a8t
ATHAngelis 5, 2004). FAIRE gh= E2 A5 8H8] A= ob4] QA AR 5ol &gt ofyth gkl ®
A S AP 55T e A3ATH R AH] A (Clinical Research information Service, CRIS)7} 91 0.7 A5
A5 75 AP o AT FRE vy TFsto] A Ay A9l nER AdS Hasjs)of vk

HES 938 F A 929 vgo] 7MY w2 992 Est FAoA ojg=E st HlEH oIt
390(63.3%)70€] RCTs7F G- -2 B7H= o, o] 7V SA W Y Fo) AdE EA4E o AT
= 8(1.3%)70 ATk Cho 5(2019)9] m|=47d8ks] o] A& 235t RCTsE W CE o A7-ollA= 78%2] A7l
A Z7AE Be= dAIREE] erb o] HoJIA] ghrhar shelom, T1 o] & HA| RCTs = FollA] 13%5o] oF s

il

hat

O{N
‘j}.lr F{[‘
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& o8 Adol] LLHfolﬁ‘r Stk olek 7 = Ee les‘ﬂxl RCTs ¥t oFaa ARSSHA| 9
e T AR TA AL del7] Wil olF wrHHel ofEfwol e AR AlRE A7 A olF
wZFol olEe B A A1 A W miZe] gt Aol oj=e] g %E—Xl TAE AAEk] HIEY Y
& FHaseof gtk

HEY 28 T 32 389 vEo] M 52 99 FAET A5 A50= g vjEY fdolqlt
399(64.8%)7112] RCTs A7-ellA E=ta7} GiALE 9 Aol & vXA| o5 FE® Ao] njEd wAo]
w50 2 3 71E AT} Dechartres 5(2017)2] A7 RCTsS th o2 3 Lol A E-¢hH3sk A} zpg o oA
58.2%2] AT7F S 1P o E Hrtelglow o= 2 AF-e} vlst XAt Auleley 5(2004)2] AT-ollA=
getaz2] Febe glo] njERlS 2dstal 2 A7) & ¥iskE 2T 5 okal eiqlth ARk 04?011*1
727} ofgto] MAE A9 eyl gho] A5t Aol QS mA A GEths SAE ATl AAE] vlE
Ags Haslslof st

AT AT 2R E 83]A ] RCTs ot A& ==
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