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Abstract

The Quality Assessment of Reporting of Intervention
Studies on Sasang Constitutional Diet

Ji Hwan Kim' - Ju Ah Lee™
' Department of Sasang Constitutional Medicine, College of Korean Medicine, GachonUniversity, Seongnam, RepublicofKorea.

*Hwa-pyeong Institute of Integrative Medicine, Incheon, Republic of Korea.

Objectives

The purpose of this study was to evaluate quality of reporting of intervention studies on Sasang Constitutional diet (SCD)
based on the Consolidated Standards for Reporting of Trials (CONSORT) and Transparent Reporting of Evaluations with
Nonrandomized Designs (TREND) statements.

Methods
We searched for Randomized controlled trials (RCT) and Non randomized studies for intervention (NRSI) on SCD in
4 databases and other sources, selected them by the inclusion criteria, and then evaluated quality of reporting of them.

Results

1. A total of 10 studies (1 RCT and 9 NRSI) from 1999 to 2006 were selected and evaluated. The detailed items of up
to 78%, at least 40%, and median value of 59% in the CONSORT and TREND statements were not reported.

2. One RCT was reporting 4 (11%) sufficiently, and 4 (11%) insufficiently among the 37 detailed items in the CONSORT
statement while it was not reporting 29 (78%) items.

3. Nine NRSI were reporting 7 (12%) items sufficiently, and 2 (3%) items insufficiently among the 58 detailed items
in the TREND statement while they were not reporting 15 (26%) items. Twenty (34%) items in the TREND statement
were reported in some papers but not in more than half.

Conclusions

The quality of reporting of intervention studies on SCD has been assessed to be generally low.

Subsequent researchers are recommended to select an appropriate statement for research design, and use it as a checklist
from the time of designing the study to the time of reporting.

Key Words : Diet, Intervention, Sasang Constitutional Medicine, CONSORT, TREND, Reporting quality

Received December 09, 2020 Revised December 09, 2020 Accepted December 18, 2020 © The Society of Sasang Constitutional Medicine.
Corresponding author Ju Ah Lee All rights reserved. This is an open acess article
Hwa-pyeong Institute of Integrative Medicine, distributed under the terms of the Creative
Tel: +82-32-851-8300, Fax: +82-32-764-9990, E-mail: motoong@gmail.com Commons attribution Non-commercial License

(http:// creativecommons.org/licenses/by-nc/3.0/)



12 The Quality Assessment of Reporting of Intervention Studies on Sasang Constitutional Diet

ATAE AT A7 ERO R Vs, B4
£ O e 8L goR ARE 94 3
QA Ale] AR FAE FLAG A7) 34

Consolidated Standards for Reporting of Trials statement
(CONSORT)7} 91.2.7#*°) 2 54 (Before after study)
S ] F219] )20 33 Non randomized con-
trolled trials)d FA7F AlFE = wFEe] AT
(Non randomized studies for intervention; NRSD= $] 3}
B Y230 2= 2004390 A% E Transparent Reporting
of Evaluations with Nonrandomized Designs (°]3},
TREND)] 1TH*.

ARE FHOE 1, F Ao HAE 8t
© Mg Aolawat g, Fdelre "N
HAr AL oA Aol Aol thEk o] 22 71%27} Al
1% ol =, WA A upR] ol F4le] Aole
B 7ol SAEATY. shAR A A Aol
whe} 5248 0] Eetof Fths o] &2 olAvkE A
A FsHEA vl A AJRE AT olAlv}

= FEFA P28 GRS RoT M 5

—~

>~

2 f98
o Frjol e ol7kge] olAlue] o2 uh
SO AR AELRE D AT,

o
o
>
o
N
N
)
i)
23
o
r2
>
ol
yuy
=
o
i
e,

= oA 3y gl dge
2 54 2%l T4 2adke AlEEC] FEA
B 5l ole A AT 229, 52
vy Zgee] Abgholut Ankel thdo 2 A, vt
ARSI AR A HEAR 9 220
#e] Aol A7 AT oA 7 APA
AR Aoley] S AL Yol Fawe Y
oA, AT A AVIAAE HolTA o] Aol o
g AgS AASAY Bae] Ae 9k Ae
AT

ofell & A7) ARkEE AP 8 4olg A
2 AREE QAT =RES ATHARI w2
F ¥, RCT¢ 7% CONSORTE, NRSI®| 7%
TRENDE AHE-sto] = e A& grista 1
A= A=A, FF s3E A AL
W =Eee] Bief A el Ees T2
ATE Y F HIII

1. Ay G 240 21 My

202051 112 13~14% ©]E5 7 Huf 40 34 djo]
EJ#] 0] 291 KISS (kiss.kstudy.com/), KMBASE (kmbase.
medric.or.kt/), ScienceOn (scienceon.kisti.re.kr), OASIS
(casis.kiom.re ke)ol A A& AND 2JAF, 4|2 AND 2]
o, ‘A A AND AF’, ‘A4 AND 2] 7|92
g ATEs Ao, AAaAH e A
o A A A It g B = e A7
ol EFAZAT ol APFAI R o] opd A=
AEE MElgh o] fr= ofn] AA Al AVFAIE 2] 8
Ak 7I9ko & AR el =

A

=
Jo 7} o A4 Holehz EHo]



A olEE /e Z 3 A 4) T THEL
o] ohd, AolE FAZ & WIAT 5) ZFoIt
9] =0 ofd AH O R Zahy AR YA
- TE AAE =R ANE AR e A
ool F-gteheA] of-5 =) AlEH 254 v
goz destgly, Add =5 taAd th
A WA g HEs HAFHoz A7 4 i
E=ee AAskITh AY 8 Aol v Ao
B & Qe F AR e F AU ARE
Ak
2. ZE MEE ==2=0i chet Ho 2 ot

B A7) ARES AT AR wEES dod
3l =2°] RCTIA] NRSIQIA] Eelgict. &g

of At Feizs TSR gl wig e
= AR de Weol AAEE 49 RCT
R, T2 vl digk vig-o] AR
o SAAT] S NRSIZ EF3ch RCT] 7
CONSORT A|H& AHEaFlom, NRSI® 73
TREND A3 AH-8Ath CONSORT #13 €] xﬂEL
Y2EE £ 97l FY (Section)o] 3t 25719] &
(Item)®ll = 3770] A F-8HE (Checklist item) = 73 ]
o] 9lom, TREND A|319] AFA2Ex F 57 49
(Section)?l T3+ 2270¢] B (rem)l] = S87H<] A%
= (Descripton)Z T3 510 31T TREND A3 €] 7
AT FEEE NS e AR YA 971 vl Al
w3k AF AAFIJERR AP B =rellale
Lopl AEARE 7 Al e Fejaigitt 7k A1
O] Ao W82 =] Aot 3 Tuble29}
30 AlAIE]e] et

B At ARES 7F =S AAE] HomA
7t A7) AR g sdsls We-s =M &
3 AN A= S5-3Ik Sufficienty, T W)
&= AN = o JEI7F ESAS A9
A 2T (Not sufficienty, oFell A& U]-§-o] AF=A]
O™ H IV EA] T Not reported) = H 7153

r

JHKimetal 13

ok AEA) Rt At QA B A5
E9E A4 A323S WED:

o] m wwmzmwmg ;LH;@;L%
O
9

ﬁ
E
<
g
ﬁ
__>d,‘
rE
o°{’
fa
o
N
r d
N

_1
2
=
ol
o,
u(i
L
%
T
il
o
R<)
fru
o

I KR

1. CHAF 472 Z4AH o Afeizdnt

40 = dlolgo] el tigh TaAM S Fl
T 112899 =] AAEAL, A el
o] =0l ¥ =0 FAE O 3
4o = dlojepulo] 2ol Hoz A3 4
A Bk F7F FH EFAAM, F
1,129 8] A|A 3} 2] dd dA7-50] BAF AT ©
T BN FETAS wiAIg A3, eosHo] A
ez EAE olF 6728 ALFAH &
T2 e o7t 23E AE AAgle Aol A

R
i

) r‘m —

o = o

23

=

AT (Figure 1).



14  The Quality Assessment of Reporting of Intervention Studies on Sasang Constitutional Diet

= Records identified through
= database searching: KISS, Additional records identified
= KMBASE, QASIS, and through other sources (n=1)
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o
Duplication removed (n=431)
= Records after duplicates removed (n=698)
=
@
§ Publication excluded after the title
and abstract (n=672)
- Mot relation to constitution (n=570)
- Mo intervention (n=102)
( ) Full-text articles assessed for eligibility (n =28)
= Full-text articles excluded, with reasons (n=16)
= - Poster (n=1)
o - Duplicated with dissertation (n=1)
(T - Mo intervention (n=2)
- Mo constitutional diet intervention(n=2)
- Qther Constitutional dist (n=8)
- 4 - Dissertation of Sasang constitutional diet (n=2)
ki
= Studies included in qualitative synthesis (n = 10)
b
=

Figure 1. Flow chart of study selection
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Table 1. Percentage of Items Reported According to Consolidated Standards for Reporting of Trials (CONSORT) or Transparent
Reporting of Evaluations with Nonrandomized Designs (TREND) Statement in Each Study for Intervention on Sasang

Constitutional Diet

Studies for intervention Reported
on Sasang Constitutional diet Stuij Statement Sufficient Not Sufficient Total Not Reported
First Author (Year) Reference e N, L % NY % N +N, % N;' %
Lee EJ (1999) {151 RCT*  CONSORT' 4 11 4 11 8 2 29 78
Lee EJ (1998) {13} NRSI' TREND' 17 29 3 5 20 34 38 66
Kim EJ (1999) {141 NRSI " 20 34 7 12 27 47 31 53
Lee EJ (1999) {16} NRSI ” 15 26 5 9 20 34 38 66
Lim KS (2000) {17} NRSI ” 13 22 6 10 19 33 39 67
Kim KB (2002) [18} NRSI 4 18 31 8 14 26 45 32 55
Jeon EY (2002) {191 NRSI 4 28 48 7 12 35 60 23 40
Moon BK (2003) {201 NRSI 4 15 26 9 16 24 41 34 59
Choi JI (2003) {211 NRSI " 17 29 7 12 24 41 34 59
Kim BS (2006) {22} NRSI " 23 40 7 12 30 52 28 48
Max. of % 48 16 60 78
Min. of % 11 5 22 40
Median of % 29 12 41 59

“RCT: Randomized controlled trial;
' NRSI: Non randomized study for intervention;

¥ CONSORT : Consolidated Standards for Reporting of Trials statement;
S TREND : Transparent Reporting of Evaluations with Nonrandomized Designs

quality assessment-criteria- sufficient, not sufficient, or not reported.
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Table 2. Reporting of 37 Checklists of Each Item According to Consolidated Standards for Reporting of Trials (CONSORT) Statement
in One Randomized Study for Intervention on Sasang Constitutional Diet

Section/Topic Item Checklist item Reporting
Title and abstract
la Identification as a randomised trial in the title NR”
Title and abstract b Structured summary of trial design, methods, results, and conclusions (for specific NR
guidance see CONSORT for abstracts)
Introduction
2a  Scientific background and explanation of rationale s'
Background and objectives - —
2b  Specific objectives or hypotheses N
Methods
3a  Description of trial design (such as parallel, factorial) including allocation ratio NR
Trial design 3b Important changes to methods after trial commencement (such as eligibility criteria), NR
with reasons
4a  Eligibility criteria for participants NR
Participants
4b  Settings and locations where the data were collected NR
. The interventions for each group with sufficient details to allow replication, including "
Interventions 5 . NS
how and when they were actually administered
G Completely defined pre-specified primary and secondary outcome measures, including NR
Outcomes how and when they were assessed
6b  Any changes to trial outcomes after the trial commenced, with reasons NR
7a  How sample size was determined NR
Sample size - - — - —
7b  When applicable, explanation of any interim analyses and stopping guidelines NR
Sequence 8a  Method used to generate the random allocation sequence NR
generation 8b  Type of randomisation; details of any restriction (such as blocking and block size) NR
Allocation Mechanism used to implement the random allocation sequence (such as sequentially
concealment 9 numbered containers), describing any steps taken to conceal the sequence until interventions ~ NR
o mechanism were assigned
Randomisation ’ -
Implementation 10 %o generatlek?l the ran.dom alloFatlon sequence, who enrolled participants, and who NR
assigned participants to interventions
1 If done, who was blinded after assignment to interventions (for example, participants, NR
a
Blinding care providers, those assessing outcomes) and how
11b If relevant, description of the similarity of interventions NR
12a Statistical methods used to compare groups for primary and secondary outcomes S
Statistical methods
12b  Methods for additional analyses, such as subgroup analyses and adjusted analyses NR
Results
o ) ) For each group, the numbers of participants who were randomly assigned, received
Participant flow (a diagram is 132 . . NS
intended treatment, and were analysed for the primary outcome
strongly recommended) - — -
13b  For each group, losses and exclusions after randomisation, together with reasons NR
) 14a  Dates defining the periods of recruitment and follow-up NR
Recruitment
14b Why the trial ended or was stopped NR
Baseline data 15 A table showing baseline demographic and clinical characteristics for each group NS
Nurbers analysed 16 For each group, nPInber of plar'ticipan‘ts (denominator) included in each analysis and S
whether the analysis was by original assigned groups
17 For each primary and secondary outcome, results for each group, and the estimated NS
a
Outcomes and estimation effect size and its precision (such as 95% confidence interval)
17b  For binary outcomes, presentation of both absolute and relative effect sizes is recommended NR
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Section/Topic Item Checklist item Reporting
Ancillary analyses 18 Results of ax?y the}‘ analyses [?erformed, including subgroup analyses and adjusted NR
analyses, distinguishing pre-specified from exploratory
o 19 All important harms or unintended effects in each group (for specific guidance see NR

arms
CONSORT for harms)
Discussion
L Trial limitations, addressing sources of potential bias, imprecision, and, if relevant,
Limitations 20 s NR
multiplicity of analyses
Generalisability 21  Generalisability (external validity, applicability) of the trial findings NR
Incerpretation - Interpretation C(?nsistent with results, balancing benefits and harms, and considering NR
other relevant evidence
Other information
Registration 23 Registration number and name of trial registry NR
Protocol 24 Where the full trial protocol can be accessed, if available NR
Funding 25 Sources of funding and other support (such as supply of drugs), role of funders NR

“NR: Not reported; ' S: Sufficient; ¥

3) TREND X|ZlQ] M|
(Table 3, Figure 2)
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Table 3. Reporting of 58 Descriptors of Each Item According to Transparent Reporting of Evaluations with Nonrandomized
Designs (TREND) Statement in 9 Non-Randomized Studies for Intervention on Sasang Constitutional Diet

Sufficient Not Not
1C1en
'Paper . Item Descriptor P Sufficient Reported
Section/ Topic "
N % N % N %
Title and Abstract
a Information on how unit were allocated to interventions 0 0 0 0 9 100
Title&
e 1 b Structured abstract recommended 1 11 o 0 8 89
Abstract
¢ Information on target population or study sample 8 8 0 0 1 11
Introduction
a Scientific background and explanation of rationale 9 100 O 0 0 0
Background 2
b Theories used in designing behavioral interventions 0 0 0 0 9 100
Methods
Elicibility criceria f . includi teria at diff levels i
. 1g1‘ ility mtena‘ or partlapantsA,Amc u 1F1g cnte‘na at different levels in 9 10 0 0 0 0
recruitment/sampling plan (e.g., cities, clinics, subjects)
Method of recruitment (e.g., referral, self-selection), including the
Participants 3 b . : 8 ) ) g 0 0 5 6 4 4
sampling method if a systematic sampling plan was implemented
¢ Recruitment setting 2 2 5 56 2 2
d Settings and locations where the data were collected 0o 0 1 1 8 89
Details of the interventions intended for each study condition and how and
when they were actually administered, specifically including:
a Content: what was given? 9 100 O 0 0 0
b Delivery method: how was the content given? 4 4 3 33 2 22
¢ Unit of delivery: how were the subjects grouped during delivery? 0 0 o0 0 9 100
. d Deliverer: who delivered the intervention? 0 0 2 22 7 78
Interventions 4
e Setting: where was the intervention delivered? 4 4 1 11 4 4
¢ Exposure quantity and duration: how many sessions or episodes or events s 56 o 0 4 44
were intended to be delivered? How long were they intended to last?
Time span: how long was it intended to take to deliver the intervention to
g ! 8 8 1 11 0 0
each unit?
h Activities to increase compliance or adherence (e.g., incentives) 3 33 0 0 6 67
Objectives 5 Specific objectives and hypotheses 2 2 7 78 0 0
a Clearly defined primary and secondary outcome measures 0 0 9 10 0 0
Outcomes Methods used to collect data and any methods used to enhance the quality
b 8 8 0 0 1 11
6 of measurements
Information on validated instruments such as psychometric and biometric
c . 1 11 0 0 8 89
properties
Sample Size 7 4How4 sample size was detmjmined and, when applicable, explanation of any o 0 o 0 9 100
interim analyses and stopping rules
. Umt .of assignment (the L-mit being assigned to study condition, e.g., 4 44 0 0 5 56
individual, group, community)
Assignment s b Method used to assign units to study conditions, including details of any 1 11 o 0 3 89
Method restriction (e.g., blocking, stratification, minimization)
Inclusion of loyed to help minimi ial bias induced d
. Inclusion of aspects employed to help minimize potential bias induced due .~ 0 8 8

to non-randomization (e.g., matching)
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Sufficient Not Not
1C1en
'Papet . Ttem Descriptor Sufficient ~ Reported
Section/ Topic
N % N % N %
‘Whether or not participants, those administering the interventions, and
Blinding those assessing the outcomes were blinded to study condition assignment;
. 9 . . . . .0 0 2 22 7 78
(masking) if so, statement regarding how the blinding was accomplished and how it
was assessed.
Description of the smallest unit that is being analyzed to assess intervention
a o . 9 100 0 0 O 0
effects (e.g., individual, group, or community)
Unit of
Analysis 10 If the unit of analysis differs from the unit of assignment, the analytical
b method used to account for this (e.g., adjusting the standard error O 0 0 0 9 100
estimates by the design effect or using multilevel analysis)
Statistical methods used to compare study groups for primary methods
a . . 8 8 0 0 1 11
outcome (s), including complex methods of correlated data
Statistical b Statisti'cal methods }Jsed for additional analyses, such as a subgroup analyses o 0 o 0 9 100
Methods and adjusted analysis
¢ Methods for imputing missing data, if used 0 100
d Statistical software or programs used 9 100 0 0 0
Results
Flow of participants through each stage of the study: enrollment, assignment,
a allocation, and intervention exposure, follow-up, analysis (a diagram is 0 0 1 1 8 89
strongly recommended)
b Enrollment: the numbers of participants screened for eligibility, found to be 5 1 o 0 Z 73
eligible or not eligible, declined to be enrolled, and enrolled in the study
¢ Assignment: the numbers of participants assigned to a study condition 1 11 1 17 78
Participant 12 Allocation and intervention exposure: the number of participants assigned
flow d to each study condition and the number of participants who received each 9 100 0 0 0 0
intervention
Follow-up: the number of participants who completed the follow-up or did 2 2 1 1 6 &
e
not complete the follow-up (i.e., lost to follow-up), by study condition
¢ Analy?is: the number O.f Pa.rticipants included in or excluded from the main 9 100 0 0 0 o
analysis, by study condition
g Description of protocol deviations from study as planned, along with reasons 3 33 0 0 6 67
Recruitment 13 Dates defining the periods of recruitment and follow-up 11 3 33 5 56
. Baseline d«?rTlogmphic and clinical characteristics of participants in each 8 8 0 0 1 1
study condition
b Baseline': characteristics for each study condition relevant to specific disease 1 11 o 0 3 89
Baseline 14 prevention research
Data Baseline comparisons of those lost to follow-up and those retained, overall
c .. o o0 O 0 9 100
and by study condition
q Compa.rison between study population at baseline and target population of o o0 o o 9 100
interest
Baseline Data on study group equivalence at baseline and statistical methods used to
. 15 Lo 2 22 1 11 6 67
equivalence control for baseline differences
Number of participants (denominator) included in each analysis for each
a study condition, particularly when the denominators change for different 8 89 0 0 1 11
Numbers 16 outcomes; statement of the results in absolute numbers when feasible
analyzed
Indication of whether the analysis strategy was “intention to treat” or, if
b o o0 O 0 9 100

not, description of how non-compliers were treated in the analyses
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Sufficient Mot
1C1en
'Papet . Ttem Descriptor Sufficient ~ Reported
Section/ Topic -
N % N % N %
For each primary and secondary outcome, a summary of results for each
a estimation study condition, and the estimated effect size and a confidence 0 0 9 100 O 0
Outcomes interval to indicate the precision
17
& estimation b Inclusion of null and negative findings 8 8 0 0 1 11
Inclusion of results from testi -specified al path through
. nc'uslon ? res s rom ‘es ing pre-specifie 'caus pathways through 9 100
which the intervention was intended to operate, if any
Ancillary 18 Summary of other analyses performed, including subgroup or restricted o 0 o 0 9 100
analyses analyses, indicating which are pre-specified or exploratory
Ad Summary of all important adverse events or unintended effects in each
erse
v N 19 study condition (including summary measures, effect size estimates, and 0 0 0 0 9 100
events
confidence intervals)
DISCUSSION
Interpretation of the results, taking into account study hypotheses, sources
a of potential bias, imprecision of measures, multiplicative analyses, and 0 O 7 78 2 22
other limitations or weaknesses of the study
Discussion of results taking into account the mechanism by which the
Interpretation 20 b intervention was intended to work (causal pathways) or alternative O 0 0 0 9 100
mechanisms or explanations
Discussion of the success of and barriers to implementing the intervention,
c . . . 2 22 0 0 7 78
fidelity of implementation
d Discussion of research, programmatic, or policy implications 1 11 0 0 8 89
Generalizability (external validity) of the trial findings, taking into account
Generalizability 21 the study Popule%tion, the c.haracteristics of- the .interver.ltioni length -of o o0 o 0 9 100
follow-up, incentives, compliance rates, specific sites/settings involved in
the study, and other contextual issues
Overall General interpretation of the results in the context of current evidence and
. 22 4 4 0 0 5 56
Evidence current theory

N: The number among which total 58 detailed descriptors in TREND statement match with each quality assessment-criteria- sufficient,
not sufficient, or not reported.
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