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ABSTRACT

Objectives: This study aims to explore the current usage status of orally administered Korean herbal medicine in randomized
controlled trials (RCTs) published in the Journal of Korean Medicine and member journals using the CONSORT-Chinese Herbal
Medicine Formulas 2017 (CONSORT-CHM 2017) checklist.

Methods: We searched the OASIS, RISS, and KMBASE archives as well as the websites of the Journal of Korean
Medicine and 45 member journals to identify RCTs that used herbal interventions. Two independent researchers searched and
categorized the RCTs and performed a quantitative evaluation by journal, study design, and target disease, as well as qualitative
evaluation of the literature using CONSORT-CHM 2017.

Results: After the search, 66 articles were selected. The quantitative evaluation resulted in 13 articles (19.6%) that were
published in the Journal of Korean Medicine and 12 articles (18.1%) in the Journal of Internal Korean Medicine. In terms of
study design, 62 articles (93.9%) were parallel, 4 articles (6%) were crossover, and 2-arm parallel study designs were the most
common in 45 articles (68.2%). In terms of the study participants, physiological characteristics and mechanisms in healthy
individuals were the most common in 21 studies (31.8%) and obesity in 9 studies (13.6%). In terms of assessing completeness
in the CONSORT-CHM 2017 items, 29 articles were rated high. 31 were rated moderate, and 6 were rated low. Items 4a. 6a,
and 7a had low reporting rates (< 30%). while items 2a, 2b, and 12a were completely reported in all studies.

Conclusion: Future RCTs using orally administered Korean herbal medicine need to be reported completely, and the
CONSORT-CHM 2017 checklist can be a helpful tool for this purpose.

Key words: CONSORT-Chinese herbal medicine, qualitative research, randomized controlled trial, herbal medicine, journal
of Korean medicine
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Table 1. Numbers of Randomized Controlled Clinical Trials according to Journal

Characteristics n (%)
Journal 66 (100.0)
Journal of Korean Medicine 13 (19.6)
The Journal of Korean Oriental Internal Medicine 12 (18.1)
Korean Journal of Oriental Physiology & Pathology 8 (12.1)
The Korea Journal of Herbology 7 (10.6)
Journal of Korean Medicine Rehabilitation 5 (75
Journal of Korean Medicine for Obesity Research 5 (7.5)
The Journal of Oriental Obstetrics & Gynecology 4 (6.0)
The Korean Society of Oriental Neuropsychiatry 3 (45)
The Journal of Korean Oriental Ophthalmology & Otorhinolaryngology & Dermatology 2 (3.0
Journal of Sasang Constitutional Medicine 2 (3.0)
Journal of Acupuncture Research 2 (3.0)
The Institute of Korean HYUNG SANG Medicine 1 (15)
The Journal of the Society of Stroke on Korean Medicine 1 (15
Society of Preventive Korean Medicine 1 (15

1214



5 RCT =& 219 & Hrt =7 3 g

CONSORT-CHM 2017& AH&sled RCT &3
o] B39 A& Hrhslsid. 71 CONSORTSE ¥
23S o CONSORT-CHMS] F23 WA
Table 23+ 2tk & 3309 $5& Frlsialon,
AP ATE Fxste] 2 Ao A BR1E 74$ 0,
Byvb FA e A X, BEEE 2yd A
AL AL 2 QY A EHA 4E 9 ot
applicable(N/A)' 2 7Fspodct. =3t Ao 'If
any, If applicable 2 7|A¥ F&F d% 7|15&
53 gAY AR 2 RaEA] gepx X
2 grksbA) &3 N/A'Z 9rhstdet, shtel &
Fo] oy 7pA o] E3or FAH 9lE ob ¥
% (Intervention)®] 7%, 2 A& AME9] v FS
S5 Y F 50% vitE &% A4S X
50~80%% F53 A% A 80% o1 F5T A
S 0= st

obx] o]l CONSORT-CHMS 43t 2 o
7b A7k A > A, fA ] v A 3
=9 2017 #7Ee] o}2 CONSORT-CHM
017% o]&3te] FAE A A7t wA dehe
A& FElste], H7t | dgete o] ui=
Al E"e allT sectione]l EFHGIA it

ZMZ - T8 - HZH - BIR25] - PEIE - Y5 - of 2l - 0/&5t

ol

Bgt o7 zhste] IRl odlE B¢, 13
32 (Participant flow)el] 3=els W&o E3 9
A+ 27 (Results) o] obd HHH(Methods)ell
71N =] s, o]F BHyd Hog 75sled
‘02 37}std = (Table 2).

6. & It Zotel g & =M
T A4 a2 Wrke 4 98 29 2ad

3+ CONSORT-CHM 2017 A% 824 Byg&=
Wire] grlsld o) N/A'Z 718 5 By
& A Al EEeA Al 9Ekelth. CONSORT-CHM
2017¢ &4 Zuanji Liang 59 AgA+'e #
ke E3O RuES 0, A, X2 Hrlely
3, o] 2 AFIAA o] el 98] 4R
Iabstole. 0 14, XE 04, A'E 058e=
gHaketl o, & N S, 8% TS V|FoR
ALE st BuE 5o 23 wEs &
Abskeleh, PRISMA 2020 A1 3& &8 shba)at
&t aet s o] Eu8 AN EP7Ee] B
g Hrpg g Bl d72 Fxd 24 ng
o] 50% mTe Tow(L). 50% o4 70% w]uh
"Moderate(M)', 70% °]2& ‘High(H)'2 371314
o, 2544 F AR HHete] 2780

1215



CONSORT-CHM 2017 X|&lofl 2743t st
|

ZTS0f 310 ZNYS 283t

Table 2. Consolidated Standards of Reporting Trials Extensions for Chinese Herbal Medicine Formulas 2017 (CONSORT-CHM 2017) Checklist

Sectign/ ltem Standard CONSORT checklist item Extension for CHM formulas
topic number

TITLE. ABSTRACT, and KEYWORDS

Statement of whether the trial targets a TCM* Pattern, a Western
la  Identification as a randomized trial in the title medicine-defined disease, or a Western medicine-defined disease with a
specific TCM Pattern, if applicable

Title Structured summary of trial design, methods. results,
and Abstract 1b  and conclusions (for specific guidance, see CONSORT
for abstracts [26, 27])

lustration of the name and form of the formula used, and the TCM
Pattern applied, if applicable

Determination of appropriate keywords, including “Chinese herbal medicine

le formula” and “randomized controlled trial”
INTRODUCTION
2a  Scientific background and explanation of rationale Statement with biomedical science approaches and/or TCM approaches
Background Statement of whether the formula targets a Western medicine-defined
and Objectives  2b  Specific objectives or hypotheses disease, a TCM Pattern, or a Western medicine-defined disease with a

specific TCM Pattern

METHODS

% Description of trial design (such as parallel, factorial),
including allocation ratio

il desi ‘
Trial design 3 Important changes to methods after trial commencement

(such as eligibility criteria),with reasons

Statement of whether participants with a specific TCM Pattern were
recruited, in terms of 1) diagnostic criteria and 2) inclusion and exclusion
criteria. All criteria used should be universally recognized, or reference given
to where detailed explanation can be found.

. 4a  Eligibility criteria for participants
Participants

4b  Settings and locations where the data were collected

Description (s) for different types of formulas should include the following:

5a. For fixed CHM formulas

1. Name, source, and dosage form (e.g.. decoctions, granules, powders)

2. Name, source, processing method, and dosage of each medical substance.
Names of substances should be presented in at least 2 languages: Chinese
(Pinyin), Latin, or English. Names of the parts of the substances used
should be specified.

3. Authentication method of each ingredient and how, when, where, and by
whom it was conducted: statement of whether any voucher specimen was
retained, and if so, where they were kept and whether they are accessible

. Principles, rationale, and interpretation of forming the formula

. Reference (s) as to the efficacy of the formula, if any

. Pharmacologic study results of the formula, if any

. Production method of the formula, if any

. Quality control of each ingredient and of the product of the formula, if
any. This would include any quantitative and/or qualitative testing
method (s): when, where, how, and by whom these tests were conducted:
whether the original data and samples were kept, and, if so, whether
they are accessible.

9. Safety assessment of the formula, including tests for heavy metals and

toxic elements, pesticide residues, microbial limit, and acute/chronic

The interventions for each group with sufficient details
Interventions 5  to allow replication, including how and when they were
actually administered

OO 1 Oy U1 W
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toxicity, if any. If yes, it should be stated when. where. how. and by
whom these tests were conducted: if the original data and samples were
kept: and. if so. whether they are accessible.

10. Dosage of the formula, and how the dosage was determined

11. Administration route (e.g.. oral, external)

5b. For individualized CHM formulas
1. See recommendations ba 1-11
2. Additional information: how, when, and by whom the formula was modified

5¢c. For patent proprietary CHM formulas

1. Reference to publicly available materials, such as pharmacopeia, for the
details about the composition. dosage, efficacy, safety, and quality
control of the formula

2. Tllustration of the details of the formula, namely

1) the proprietary product name (ie.. brand name),

2) name of manufacturer,

3) lot number,

4) production date and expiry date,

5) name and percentage of added materials, and

6) whether any additional quality control measures were conducted

3. Statement of whether the patent proprietary formula used in the trial is
for a condition that is identical to the publicly available reference

5d. Control groups

Placebo control

1. Name and amount of each ingredient

2. Description of the similarity of placebo with the intervention (e.g..color,
smell, taste, appearance, packaging)

3. Quality control and safety assessment, if any

4. Administration route, regimen, and dosage

5. Production information: where, when, how, and by whom the placebo
was produced

Active control
1. If a CHM formula was used, see recommendations 5a-5c
2. If a chemical drug was used, see item 5 of the CONSORT Statement (24)

Completely defined, prespecified primary and secondary

ba . . Illustration of outcome measures with Pattern in detail
outcome measures, including how and when they were assessed
Outcomes : -
6b Any changes to trial outcomes after the trial commenced,
with reasons
72 How sample size was determined
Sample size 7 When applicable, explanation of any interim analyses
and stopping guidelines
Randomization 8a  Method used to generate the random allocation sequence
Sequence Type of randomization: details of any restriction (such
. 8b . .
generation as blocking and block size)
. Mechanism used to implement the random allocation
Allocation X \
sequence (such as sequentially numbered containers),
concealment 9 o .
. describing any steps taken to conceal the sequence until
mechanism

interventions were assigned
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Who generated the random allocation sequence, who

Implementation 10 enrolled participants. and who assigned participants to
interventions
If done, who was blinded after assignment to interventions
. 11a  (for example, participants, care providers, those assessing
Blinding
outcomes) and how
11b  If relevant, description of the similarity of interventions
Statistical methods used to compare groups for primary
L 12a
Statistical and secondary outcomes
methods 1% Methods for additional analyses. such as subgroup
analyses and adjusted analyses
RESULTS
Participant For each group, the numbers of participants who were
flow 132 randomly assigned, received intended treatment, and were
(a diagram is analyzed for the primary outcome
strongly For each group, losses and exclusions after randomization,
13b !
recommended) together with reasons
Recruitment 14a  Dates defining the periods of recruitment and follow-up
14b  Why the trial ended or was stopped
Baseline data 15 A table §hqw1ng baseline demographic and clinical
characteristics for each group
For each group, number of participants (denominator)
Numbers . . . )
16 included in each analysis and whether the analysis was
analyzed . .
by original assigned groups
For each primary and secondary outcome, results for each
Out 17a  group. and the estimated effect size and its precision
and isi?rlr?:sion (such as 95% confidence interval)
For binary outcomes. presentation of both absolute and
17b . o
relative effect sizes is recommended
. Results of any other analyses performed, including
Ancillary . RV
18 subgroup analyses and adjusted analyses, distinguishing
analyses o
prespecified from exploratory
All important harms or unintended effects in each group . . .
Harms 19 (for specific guidance, see CONSORT for harms [28]) (There is no extension for this item)
DISCUSSION
s Trial limitations: addressing sources of potential bias:
Limitations 20 . . . C
imprecision: and, if relevant, multiplicity of analyses
Generalizability 21 gf;e??;gﬁglty (external validity. applicability) of the Discussion of how the formula works on different TCM Patterns or diseases
Tnterpretation 9 Interpretation consistent with results, balancing benefits Interpretation with TCM theory

and harms, and considering other relevant evidence

OTHER INFORMATION

Registration 23 Registration number and name of trial registry
Protocol 24 Where the full trial protocol can be accessed, if available
Funding o5 Sources of funding and other support (such as supply of

drugs), role of funders

* TCM : Traditional Chinese Medicine
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| Identification of studies via databases and registers |

Records identified from :
RISS’, OASIST, KMBASE?
Data room of each society
(n = 1326)

Identification

Records removed before
screening:

) Records after duplicates
removed
(n = 804)

!

Reports screened
(n = 804

Duplicate records removed
(n = 522)

Protocols removed

(m =37

Interim reports removed
=3

Non-RCTs

(n = 339)

Not clinical trial

(n = 18)

Screening

(n = 10D

Reports assessed for eligibility

Not Oral herbal medicine
intervention

(260)

Reports excluded based on the
title and abstract

(n = 46)

Reports excluded:

!

Studies included in review
(n = 66)

(Included ) (

Fig. 1. Flow diagram of study selection.

*RISS : Research Information Sharing Service

Not member journal of the

Journal of Korean Medicine

(JKOM)

(n = 10)

Not oral administered herbal
medicine intervention

(n = 14)

Non-RCTs

m =10

+tOASIS : Oriental medicine Advanced Searching Integrated System

¥KMBASE : Korean Medical Database
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Fig. 2. Number of randomized controlled clinical trials according to publication year.
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Table 3. Characteristics of Randomized Controlled Clinical Trials in Journal of Korean Medicine and Member

Journals
Characteristics n (%)
Written language 66 (100.0)
Korean 60 (90.9)
English 6 (9.0)
Study design 66 (100.0)
Parallel, 2-arm 45 (68.1)
Parallel, 3-arm 12 (18.1)
Parallel, 4-arm 2 (3.0
Parallel, 5-arm 3 (4.5)
Crossover, 2-arm 4 (6.0)
Intervention vs. Control design 66 (100.0)
Parallel design 62 (93.9)
Main intervention vs. no treatment 2 (3.0
Main intervention vs. placebo control 36 (54.5)
Main intervention vs. different types of same main intervention 1 (15
Main intervention vs. active control (Korean medicine) 3 (4.5)
Main intervention vs. active control (Western medicine) 1 (15
Main intervention vs. active control (health functional food) 1 (L)
Main intervention+other intervention vs. other intervention alone 1 (15
Main intervention vs. other main intervention vs. placebo control 5 (7.5)
Main intervention vs. other main intervention vs. no treatment 1 (15
Main intervention vs. according to dose vs placebo control 2 (3.0)
Main intervention vs. according to dose vs. according to dose 1 (15)
Main intervention vs. main intervention vs. main intervention vs. main intervention 2 (3.0)
Main intervention vs. main intervention vs. main intervention 3 (45)
vs. main intervention vs. placebo control ‘
Crossover design 4 (6.0)
Main intervention vs. no treatment 2 (3.0)
Main intervention vs. different types of same main intervention 1 (15
Main intervention vs. placebo control 1 (1.5
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Table 4. Categories of Medical Conditions of Randomized Controlled Clinical Trials in Journal of Korean

Medicine and Member Journals

Medical conditions n (%)
Obesity 9 (13.6)
Circulatory disease 7 (10.6)

Post-stroke xerostomia
Post-stroke depression

Post-reperfusion syndrome of Arteriosclerotic Occlusive disease

Hypertension
Hyperlipidemia

Musculoskeletal Disease
Low back pain
Knee osteoarthritis

Psychologic disease
Amnesia
Hwa-byung

Gynecological disease
Primary dysmenorrhea
Climacteric syndrome

Liver dysfunction

Diabetes mellitus

Atopic dermatitis

Functional dyspepsia

Common cold

Heat pattern(Korean medicine pattern)

Cold hypersensitivity

Growth disorder

VDT (Visual Display Terminal) syndrome

Chronic prostatitis, chronic pelvic pain syndrome

Chest pain and discomfort

Asthma

Healthy subject(s)
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Fig. 3 Reporting rate of each study based on CONSORT-CHM 2017.
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Fig. 4, Table 5, Table 6ell ZEA3}%et.
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Table 5. Number of Reported Studies and Score of Journal of Korean Medicine and Member Journals

, . [tem Score
Section Tiesie number (number of studies evaluated as O) L
Title. abstract Title la 64/66 (64) 96.9%
and gkeywor dsg Abstract 1b 44/66 (22) 66.6%
Keywords le 37/66 (10) 56%
Infroduction Background 2a 66/66 (66) 100%
Objectives 2b 66/66 (66) 100%
Trial design 3a 65/66 (64) 98.4%
3b 0/0 -
Participants 4a 7/66 (7) 10.6%
4b 28/66 (22) 42.4%
Interventions 5 29.5/66 (12) 44.6%
Outcomes 6a 17.5/66 (17) 26.5%
6b 0/0 (0) -
Sample size Ta 11/66 (11) 16.6%
Methods 7b 11/12 (11) 91.6%
Sequence generation 8a 41.5/66 (41) 62.8%
8b 55.5/66 (52) 84%
Allocation concealment mechanism 9 25/65 (22) 38.4%
Implementation 10 26.5/66 (22) 40.1%
Blinding lla 47/58 (41) 81.0%
11b 41.5/56 (40) 741%
L 12a 66/66 (66) 100%
Statistical methods 1% 10/12 (10) 833%
Participant flow 13a 62/66 (61) 93.9%
13b 43.5/61 (38) 71.3%
Recruitment 14a 27.5/66 (12) 41.6%
14b 0/0 (0) -
Results Baseline data 15 53/66 (53) 80.3%
Numbers analyzed 16 59/66 (58) 89.3%
Outcomes and estimation I7a 64/66 (64) %.9%
17b 0.5/1 (0) 50%
Ancillary analyses 18 10.5/11 (10) 95.4%
Harms 19 53.5/66 (53) 81%
Limitations 20 33/66 (33) 50%
Discussion Generalizability 21 62.5/66 (62) 94.6%
Interpretation 22 61/66 (60) 92.4%
Other Registration 23 32.5/66 (17) 49.2%
information Protocol 24 4/4 (4) 100%
Funding 25 35/66 (35) 53%
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Table 6. Reporting Quality Assessment of Randomized Controlled Clinical Trials from Journal of Korean Medicine and Member Journals
Based on CONSORT-CHM 2017

Authors Oh Park  Seo Seo Kim Choi Seo Kim Na Seo Lee Jang Jang Park Park Moon Park Choi Hsing Hwan Kim Yang
year JK EH JC() JC(2 LH SM JC SJ BJ BK CR IS JB JM MJ SK YC DJ LC gDS SM CS

Section 1998 2002 2003 2003 2003 2003 2004 2004 2005 2005 2005 2005 2005 2005 2005 2005 2005 2006 2006 2006 2006 2006
tOpiC 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 2
Title la X 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Abstract b . A A A A A A A 0 A A A 0 0 A A 0 0 A A A A
Keywords 1lc & A A A A 0 A A A A A 0 A A A A A A A A A A
Background 2a O 0 0 0 0 0 0 0 0 0] 0 0 0 0] 0 0 0 0] 0 0 0 0
Objectives 2b 0O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Trial design 3a 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 A 0 0
3b N/A N/A N/A  N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A
Participants 42 X X X X X X X X X X X X X X X X X X X X X X
4 X X X X X X X X 0 X 0 X 0 X 0 X 0 0 X X 0 X
Interventions 5 A 0 A A X A A A X X 0 0 A A 0 X X X A X A A
Outcomes fa X X X X X X X X 0 X X X 0 0 X X 0 0 X X X X
6b N/A N/A N/A  N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A
Sample size 7a. X X X X X X X X X X X X X X X X X X X X X X
7 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A O N/A N/A N/A N/A NA X 0O NA NA O
Raéldomization 8a X 0 0 0 X X 0 X X 0 0 0 0 A X X X X 0 X X 0
gnoration 6 X 0 0O 0O 0O 0O O O O O O O 0O O O 0 0O 0 A A & 0
Allocation
concealment 9 X X 0 0 X X 0 0 X 0 X 0 X NA X X X X X X X X
mechanism
Implementation 10 X X 0 0 X X 0 X X A X X X X X X X X 0 X X A
Blinding 1la N/A O 0 0 0 0 0 0 X 0O NA ~ A A NA X 0O NA O X NA O
IIb N/A X 0 0 0 0 0 0 X 0O NA O X X NA X 0O NA O X NA O
Statistical 122 O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
methods 120 N/A O 0 0O NA NA 0 NA N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A
Participants 132 O 0 0 0 0 X 0 0 0 X 0 0 0 0 X 0 0 0 0 A 0 0
flow 13 X 0O NA NA X A N/A A A X A 0 0 0 X X A X 0 X 0 0]
l4a & X 0 0 0 X 0 A A A A A 0 A A X 0 A X A A X

Recruitment 1\ n/0 N/A N/A N/A N/A NJA N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A NJA N/A NJA N/A N/A N/A

Baseline data 15 X 0 X X 0 0 X X 0
Numbers 6 X 0 0 0 X 0
analyzed

Outcomes and 17a O 0 0 0 0 0 0 0 0

estimation 17 N/A N/A N/A  N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A

ﬁggilylgg 18 NA O 0 0O NA NA O N/A N/A NA NA N/A N/A NA N/A N/A N/A N/A N/A N/A N/A N/A
Harms 9 X X X X 0 0 X 0 0 0O 0 0 0O 0 X X X 0 0 0 0 o0
Limitations 20 X X X X X X X 0 0 o0 X 0 o0 0 X 0 0 X 0 X X o0
Generalizability 21 O 0O 0 O 0 0O O 0O O ~ 0 0 0 0 O 0 0 o0 0 0 0 0
Interpretation 22 0 0 0 0 0 0 0 0 0 X 0 0 0 0 0 0 0 0 0 0 0 0
Registration 23 X X X X X X X & X X & A s A X X X 0 s X X &

Protocol 24 N/A N/A NA NA NA NA NA NA NA NA NA NA N/A N/A NA N/A NA N/A N/A N/A N/A N/A

Funding 25 X

o
o
o
o
>
(@}
o
>~
(@}
(@}
>
>~
(@}
>
o
o
>
>
>
>~
>
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Authors Hsing Lee Shin Son Yang Yeo Bae Park Song Lee Cho Cho Rim Lee Lee  Yoon Choi Kwon Lee Lee Park Jeong
year LC SG SH DH €S JJ HH SW MK TH SI YJ YM JE()JE(@ EH IH DH DH JS JH HS
Section 2007 2007 2007 2007 2007 2007 2008 2008 2008 2009 2010 2010 2010 2010 2010 2010 2011 2011 2011 2011 2011 2012
it 3 34 % 3 3 3 39 40 11 2 3 u V3 1 Vg 18 19 50 51 52 53 54
Title la O 0 0] 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Abstract b 0 A 0 A A A 0 A A 0 A A 0 A 0 A 0 0 A A 0 A
Keywords lc A 0 A A 0 A A A A A A A A A X A A 0 A A A A
Background 2a O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Objectives 2b O 0 0 0 0 0 0 0 0 0 0 0] 0 0 0 0 0 0 0 0 0 0
Trial desien 3a. 0 A 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
3b N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A
Participants ja X X 0 X X X X X X X X X X X 0 X 0 X X X X X
4 X X 0 X X 0 0 0 0 X X A X A A A X X X X A X
Interventions 5 A 0 A A A A 0 A 0 0 A X A A X 0 A A A A X A
Outcomes pa O X 0 X X X 0 X X 0 X X 0 X 0 X A 0 X X 0 X
6b N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A
Sample size 7a X 0 X X X X 0 X 0 X X X X X X X X X X X X X
7b 0O N/A NA NA O 0O NA O NA O NA NA NA NA NA NA NA NA O NA NA O
Ragdomization 8a X 0 X 0 0 X 0 X 0 0 X X X 0 0 X 0 0 0 0 0 0
gnoration ® O 0O a4 0 0O O O O O O & 0 0O X X 0 X 0 0 & 0 0
Allocation
concealment 9 X 0 X X X X 0 X 0 X X X X A 0 X X X X X 0 A
mechanism
Implementation 10 A X X A A A 0 X X A 0 X 0 0 X X 0 0 0 X 0 0
Blinding la O A X 0 0 0 0 A A 0 0 0 0 0 A A 0 0 0 0 0 0
1Ilb 0 0 0] 0] 0 0 0 0 0 0 X 0] X 0 X 0 0 0 0 A X 0
Statistical 128 O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
methods 120 0 N/A N/A N/A N/A NA O 0 X NA O X N/A N/A N/A NA N/A N/A N/A N/A N/A N/A
Participants 132 O A 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
flow 13 0 0 A 0 0 0 0 0 0 0 0] 0 0 0 X 0 0 0 0 0 A 0
Recruitment l4a A X A X X A 0 A 0 X A JAN A A A A X JAN X X A X
14b N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A
Baseline data 15 O X 0 0 0 0 0
Numbers 45 x 0 0 o0 0 0
analyzed
Outcomes and 17a O X 0 0 0 0 0 0
estimation  17b N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A
‘;ﬁ;ilylig 8 0 NA NA NA NA NA O O NA NA & NA NA NA NA NA NA NA NA NA NA NA
Harms 19 & 0 0 X 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 X
Limitations 20 O 0 X X X X 0 0 0 0 X 0 X X X 0 0 0 0 X 0 X
Generalizability 21 O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 X 0 0 0 0 0 0
Interpretation 22 O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 X 0 0 0 0 0 0
Registration 23 A A X A A A X A A A A A A A A A A A A 0 A A
Protocol 24 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A  N/A N/A N/A N/A N/A N/A N/A N/A
Funding 25 X X 0 X X X X X 0 X X X 0 0 0 0 0 0 0 0 0 X
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Authors Park Kim Park Park Kim Lee Park Jung Jang Shin Yoo Jeon Ha Shin Sun Choi Kim Kwon Yoon Ha Kong Hong
year JH WC SW SJ HN IS SW HL WS SM SJ SH KC HR V{;%? WC SH NY Y KC HJ CY

Section 2012 2013 2013 2013 2014 2014 2014 2015 2016 2017 2017 2018 2019 2019 9019 2020 2020 2020 2020 2021 2022 2023

t opic 55 56 57 58 59 60 61 62 63 64 65 66 67 68 % 70 it 72 73 74 75 76

Title la 0 0 0 0 0 0 0 0 0 0 0 0 0 0 X 0 0 0 0 0 0 0
Abstract 1b A A A 0 0 A A A 0 A 0 0 A 0 A 0 A 0 A A A A
Keywords lc 0 A A A A A 0 A A A 0 A X A A 0 A 0 A A A A

Background 22 O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Objectives 2b O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Trial design 3a 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
3b N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A  N/A N/A N/A N/A N/A N/A N/A N/A
Participants 4a X X X 0 X X X X X X 0 0 X X X X X 0 X X X X
b A A X A A 0 0 X 0 X 0 A0 0 A 0 X 0 A 0 0 X
Interventions 5 A X X X X A A X X X A A X A 0 0 A A X A A 0
Outcomes fba X X X 0 X X X X X X 0 0 X X X 0 X X X X X X
6b N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A
Sample size 7a X X X 0 X 0 X X X X X 0 X 0 X 0 X 0 0 X 0 X
7o N/A N/A N/A N/A N/A NJA O N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A

Ragdomization 8a O 0 0 0 0 0 0 X X X 0 0 0 0 0 X 0 0 X 0 0 0
onration S O 4 0 0 0O O O X X 0 0 0 0O O 0 0 0O 0 X 0 0 0
Allocation

concealment 9 0 A A 0 0 0 0 X X X X 0 0 A X X 0 0 X A 0 0
mechanism

Implementation 10 X X A 0 X 0 0 X X A X 0 0 X X 0 0 0 X 0 X X
Blinding la O A 0 0 0 0 0 X NA NA & 0 0 NA & 0 0 0 A 0 0 0

1Ib X 0 0 0 0 0 0 A N/A NA X 0O X NA NA O NA O A 0 0 0

Statistical 122 O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
methods 120 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A NA O N/A N/A N/A N/A 0 N/A N/A N/A

Participants 132 O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

flow B3 O 0 0 0 X 0 0 NA X X 0 A A X NA & O 0 0 0 0 A

Recruitment l4a A A 0 X X X A X X X 0 A X X A A X A 0 0 A X

140 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A

Baseline data 15 0 0 0
b - :

Outcomes and 17a O 0 0
estimation  17b N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A & N/A N/A N/A N/A N/A N/A N/A N/A
f;ﬁgg‘;‘g 18 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A NA O O N/A NA NA NA O NA NA NA

Harms 19 0 0 0 0 0 0 0 X 0 0 X 0 0 0 0 0 0 0 0 0 0 0
Limitations 20 X 0 X X 0 0 0 0 X X X 0 X X 0 0 0 0 X X 0 X

Generalizability 21 0 0 0 0 0 0 0 X 0 0 0 0 0 X 0 0 0 0 0 0 0 0

Interpretation 22 0 0 0 A 0 A 0 X 0 0 0 0 0 X 0 0 0 0 0 0 0 0

Registration 23 A A 0 0 0 0 0 X A 0 0 A0 0 0 0 X A 0 0 0 0
Protocol 24 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A NJA O N/A NA O O N/A N/A N/A N/A O N/A
Funding 2% 0 X X 0 X 0 0 X 0 0 0 0 X X X 0 X 0 0 0 0 X
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