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Quality Assessment of Randomized Controlled Trials using
Herbal Remedies in Korea

Yun Young Kim, Jong Hyang Yoo, Su Kyung Lee‘, Si Woo Leex

Korea Institute of Oriental Medicine,
1 : Department of Oriental Rehabilitation Medicine, School of Oriental Medicine Wonkwang University

This study aimed to evaluate the quality of herbal medicine-related RCT (Randomized controlled clinical trial)
papers. 79 papers were searched from the domestic Hakjin paper list, and 16 papers of them were evaluated in terms
of the Jadad Quality Assessment Scale and the adequacy of allocation concealment, and ethical validity. The evaluation
results from Jadad Quality Assessment Scale showed that 15 papers showed high quality with the Jadad score of 3
points or higher, and none of the papers had a problem with randomization and double-blinding. The evaluation results
from adequacy of allocation concealment showed that 3 of the papers were executed proper allocation concealment, and
all of them had 5 points of Jadad score. IRB (Institutional Review Board) approval and written consent was investigated
for the evaluation of ethical validity, and 12 papers had the IRB approval, and 14 papers had written consent. The
papers published before 2005 were absent of IRB approval and written consent, and none of the papers had IRB
approval number. From the above results, it is concluded that rigorous clinical research led high quality of research
papers, and the ethical aspect of clinical researches are getting more important to protect the rights of research

participants
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1) Jadad Quality Assessment Scale
Jadad Quality Assessment Scale 19961 Jadad 5 °ll
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o AT olFHA, gt tE 37HA FES Gt
Aol th3 Randomization ¥ Blinding?] 243} 19]
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Table 1. ltems of Jadad Quality Assessment Scale'®

Question Response Score

1 Was the study described as randomized? T\‘? (1)
If the method of generating the sequence of Not described 0
1a randomization was described, Adequate 1
was it adequate or inadequate? Inadequate -1
2 Was the study described as doble-blind? T\‘? (1)
o2 If the me_thod of blinding_ was described, No&dcéeqsuc;{ged (1)
was it adequate or inadequate? Inadequate -
3 Was there a description of withdrawals and Yes 1
drop-outs? No 0

2) &2 (Allocation Concealment)
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Screening
titles/abstracts

. 4

Included
titles/abstracts
N=79

Excluded articles
N=38
Not Randomized

4

Screening full-text

articles
N=41
Excluded articles
4 N=23

Not Herbal remedies

Screening full-text
articles
N=18

Excluded articles
N=2
Not Completed the study

4

Studied available
for data
N=16

Fig. 1. Scheme of Data Selection

and Exclusion
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o|RIQIF ) 17 e35] X" 53, v skt st A3 A’ 25, ‘AP GA|
4
A3 44, ‘s3] A ol A 164, ‘o S 813
Aol A 119, A &3 A oA 148ES @3 F 79 .
Hel =% YRS FHEHT o] = RCTY #dE Qe =% 38 2
A 3ok A7 B4 gle RCT =% 239, 78 7181 § ,
2]9] RCT =% 29 & A9 HFHoZ 1689 =85 U4
= . 0 -
o= °]'%\E]'(Flg~ 1). 2003 2004 2005 2006 2007 2008 2008 2010
Fig. 2. Number of RCTs by Year
2. RCT A7=%9 ¥4 B7t
Y 32 SAAZ 529 395 B 7 3 A 3. RCT d=29 A7 Hr}
£ o] &3 RCT A+ =22 F 16Ho|Yem, 2007d 5HE Al A9 wA 43dT =89 28 HE 93] Jadad
93k 2003 HE 20103744 1280 B33 Ao2 YEhyttt Quality Assessment Scale?} 5249 HHA H71E AA
(Fig. 2). At
Table 2. Jadad Quality Assessment Scale
Author Randomization Double-blinding Drop out Total
Described Adequate Inadequate Described Adequate Inadequate Described score
Se0™® 1 1 0 1 1 0 1 5
Kim'® 1 0 0 1 1 0 0 3
Seo® 1 1 0 1 1 0 1 5
Jang®” 1 1 0 1 0 0 1 4
Park? 1 0 0 1 1 0 0 3
Yang® 1 1 0 1 1 0 1 5
Hsing® 1 1 0 1 1 0 1 5
Yang® 1 1 0 1 1 0 1 5
Hsing® 1 0 0 1 1 0 1 4
Yeo? 1 0 0 1 1 0 1 4
Son® 1 1 0 1 1 0 1 5
Lee® 1 1 0 1 0 0 1 4
Yun® 1 0 0 1 0 0 0 2
Bae®! 1 1 0 1 1 0 1 5
Lee® 1 1 0 1 1 0 1 5
Kim® 1 0 0 1 1 0 1 4
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71:!'\'_7'03 ST

1) Jadad Quality Assessment Scale

FoF S o] 8F RCT A7 =89 2AF H7tE A8
Jadad Quality Assessment Scaleg Z]-§3}¢] Randomization,
Double-blinding, Drop out < H7}st4th 1 A7 A4 168

™, Randomization®} Double-blinding®l] W3] 2% 7]&H
= #lltH(Table 2).

Table 3. Adequate allocation concealment

(Feforence)  Puicaion B0 High quaiy TR SN
Seo™ 2003 5 High Yes
Kim'” 2003 3 High No
Sed® 2004 5 High Yes
Jang?” 2005 4 High No
Park® 2005 3 High No
Yang® 2006 5 High No
Hsing® 2006 5 High Yes
Yang® 2007 5 High No
Hsing® 2007 4 High No
Yeo® 2007 4 High No
Son® 2007 5 High No
Lee® 2007 4 High No
Yun® 2008 2 Low No
Bae® 2008 5 High No
Lee® 2009 5 High No
Kim™ 2010 4 High No

Tabel 4. The Conditions of IRB Approval and Obtaining Informed
Consents

IRB Approval Informed

Publication  IRB Approval No. Consents
Seo” 2003 No No No
Kimwg] 2003 No No Yes
Seozo) 2004 No No No
Jang? 2005 Yes No Yes
Park22i 2005 No No Yes

Yang® 2006 Yes No Yes
Hsing®” 2006 Yes No Yes
Yang® 2007 Yes No Yes
Hsing® 2007 Yes No Yes
Yeo? 2007 Yes No Yes
S On28) 2007 Yes No Yes
Le e29) 2007 Yes No Yes
yun® 2008 Yes No Yes
Baesﬂ 2008 Yes No Yes
Le e32) 2009 Yes No Yes
Kim® 2010 Yes No Yes
4. RCT d+=29 &3 %7}
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