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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.
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= Records identified through
= database searching: KISS, Additional records identified
= KMBASE, QASIS, and through other sources (n=1)
5 ScienceON {n=1128)
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 o0 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.



% of reporting of 9 NRSI

20% a0% 60% 20% 100%

1a

% o
4 @

10b [

11b

11c e
14c
1d

17c o

58 Descriptors of TREND statement

Figure 2.

+

L

o My rg
i

i)

B Not

m Reported
T

Not

TN Sufficient

oo

mSsufficient

TN

T L

bl

=
=

¢

Reporting percentage of each descriptor of 9 non-
randomized studies for intervention (NRSI) on
Sasang constitutional diet according to “Transparent
Reporting of Evaluations with Nonrandomized Designs
(TREND)' statement.

IV, &%

= QA

= o

>
ot
>

2

nE
1>

o]

e

AR A
19999 FE 2006130
10¥ (RCT 13, NRSI 9%)of] th3t 7

A
LR

e

Hd
o o
ox

H7hE AR o A7 HARRle] RCT?!

73-$- CONSORTA| A2, NRSI?! 73-$- TRENDA A&
AF-SITE CONSORTZ 1996'd, TRENDZF 20043 ]l
& 2o A LR o B g BAA =RE0] 34

JHKimetal 23

719l ol 2 A3 9] Bgat Ago] A3y
2] S Zlojt), Wl Fel| B Aps Hye) A Hrt
] oL 22 ANE AL S Utk SHAIE A F
Toll glck TRENDA| R 9] /A E2 o] A31e] A3
ﬂi‘éﬂ =0 EueE BYslks 71F0E AN
SHeE A GH Ao] ol TEHE (Peer review)
E3HEo B AS A7) HsiA &, ATt
)3} AEo] HWESNA7] (Transparent) 91314 Al
F 7ol ‘:”’6]5’_ A, = =FEr ol A Bt
ootk A& X H5]
ohe, 9 B 38 7

b

o

(e

£ <
>
=
40
°
°
.&“_,

=
X
>
I
i
rir
.
o

tlo md >,

B ol AT 5 S Asoloh B A2
oS

o A ol =i

M
e
1o
.
fr K

N> Homt de e oo )
rir o
= o
I r
Kl 21
Ji . tlo
H ) A
1o i)
Lo %o
] =
=}
P _&
(e}
o,
%
A
=)
2

o

o, 15 22%,

N

ofji
S
l-f’l
lo,
Me
1%
=
N ox
¥
[d
i

lo
B
=

L
2
¥ oo
oo
mF
tx
.y
P‘L
El
30

TX A1%E 7 AR S
Aom, Hu 78%, & 40%, T"W‘ S%E FEES

B8ty QIA] eFske) TIEEE ek Al o]
ke L= B v o o= s, A4 S
AVFAAA o] FA WATFES Bae A 1F
EA] vkl e 5 Qlvk 7 F 190 Ay
2] (randomly) = 3 AHE H A AT A AT8EAL
290 U E RCTE 48] CONSORT AL A4
a3tk $37709 AR AREE F sl HaE
2 470 (20, 2b, 124, 16), T2 BAPRIE
2 40 (5, 13a, 15, 170 Eh. T2 EZ H IR &9
' E ke g5 £ 377 AFYLE F 207
(78%) R EE A7 g*&% APEAA Aol Aol
gk 1399 RCTS] Eae] A2 Hrhy & 4 Qlth
RCTE %713H= CONSORTAIZ 9] 744, =< Al

B 29 ?J”OFL:I = ®iete As
AL 53] A FGelA, RCTe] AT A
M FAEHE o }5-‘4"?3‘)?‘9} o2} Aol tf
ol

_1

® 2A A2 89, A7 90T 4T Sl W
Boldel 55314 249 vy, 25, B ARl
A% 45l 8759 S A 2



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

. e A =t RCI7F ZH3 ok
2k A g9kt ATkt

= Hroll fISdTh 5 APSAIE AolF Aol thgk RCT
Ate S RCTATE FdTa= BA] 4
3412t CONSORTAI R 9] Al -3 Fato] B
¥ Fa7t vk v 9 RCTHTE Al &g
UeR] 9@ FH1620) =Rl e 2] w2 A
B Ulgo] AAFHA Ao nZ NRSIZ HA F
TRENDA X 283tk 9H ] & =FollA S
A B S 770 (129%: 2a, 3a, 4a, 10a, 11d,
12d, 12601, BE =mellA] F-EA] oA B
a2 270 3%: 6, 17Tk WP BE =ell A B
A k2 =2 1570 (26%: 1a, 2b, 4c, 7, 10b,
11b, 11¢, 14c, 14d, 16b, 17¢, 18, 19, 20b, 2DAY, Y+
wrolMe BAsG ot Ik o] ike] =Fol A K
A 2 2 2070 (349:1b, 3d, G, b, S, 124,
14b, 20d, 4d, 9, 12b, 12c, 20c, 4h, 12e, 12g, 15, 8a,
13, 22tk I3 EE By go] G n|H v E g
o] Z 587 F 357K (G0 HA AFA 3 AVSA
A 2lo)ZA ol gk NRSI] B9 2 zAnkd o
e Qo7 HWelth

NRSI 172] Hye] AS 7F g vasHH

&

o

o

0

& 25 oGA FAl] AP} vl = o 9

5 B35 ektth NRSIO) BS- ~71XE e,
~HAE B 5O AlEo] WM ARS-E o] T
ZATR E5E £ JOoNg =REY A Y A

[¢]

==

o] FRatt AAl 2HUWY =% F 11802 25
“non-equivalent contrl group time-series design”©] 2=
#Ho 7 AR 54 R AATEkAL 9
Rtk o] HHS Fol ERIR} SAE AT B
7FAlFAe] thaat Aol o | AdsE
Ao e Btk AL He sjo &

Aotk ME FHolM = aid Aol i ol 2wl

3o
ot o I

Qe BE =0l el ARl AAT, FA
o] YaRRlell AR o] &l w3k A5
ol BAER] oFgtrh o] 9Al %

3 #EET U0 R TP B o] AXEE
A Gl AT AT ATt
(Participants), A (Interventions), 23}

&
3
Q
i

< PICO (Participants-Interventions-Comparison-Outcomes)
of T3 Abd Ao drht 231k W3 Blg=
£ Astele BlEd A3 wehdso] Y FAE
FEste], AT FERE FoiAE oful Whajo g
WA FS DS FAREA, FE 5L 3
gl AT (IEAE xS ok
o HA i Al thek 3w SEEs A
ZF Aol thEk B35 Gaye-
AL AR 119 AR 3
HF7F0 52 23 (229 HOIATE Tl
H7rAre] ARt A8l wk
Sl ARt Asle AolA] Barslar dSich

T 3 A7sdMe A7 Foiare 2ol Aol

fd

iz
o

S

i
(L

o

rif
N
o
%
Mo
ok

fro

-
ol
M
)

¢
Mo
s

fil
>,
)

M
o
T
2
EN
;

o

AR ZAAGA Gd)= 7H (78%)°] BIFHA] L
Ao, SR L] T el E2 IFH Holl

et 5 o BE =wo] shal A stk o=

[e)
< tAA A3 A-8-8kA §7] Wzl FA ol



st QA

AP A3 BAAOR AN UA %

7] wolw, dAt AapHaret o|ak AIHE AL
I

W es) skl AoIal 91A) sk mel

ApAees o] AUE W] TLste] AT BT
QTP Ed The] AN AR 25, AR
A7 TJRiele] ol Quht 71 5

T
o
i)
ar g

Lr_L
S e FEdAE A 5 A sF,
A3 G2 17c9F 2F G99 2000l A= AR
AE FA] 17 2ok AT CONSORT
e MEelA A9 FH oy 7HEE A=A
o H-5 A=A, TRENDAA = Aol A o
T FH I M-S A skE Aom AA §1A9
Z2lo] M7 =0} ZxH I Slvke o] 54 #o|th
AR Z B = T 23 7S Ao
Z AN QApEEse] S4A%E vReR 7}

°

JHKimetal 25

O] S, NRSI 93> 50| W} A A G AFo] el
Hom I F 3|0 =R wd AT vl
TRoEZ A v (8)9] Ho] AE3S
T ATk BHAITE thae2o] o) Adgle] A Hlal
e R Moyt whE: 24 Azt 27, 99
A} grete] 71 Aol A ujEg el 9ol g A7)

ol T2 vlgS sk ket #3l7] wjH o)

& E]
7HA 9] AT ZHedzte] wE SRS wh}lo] A=
1 AFNE T B Dot Qo kel
3 Aol the A5
W (10b)olu BF9] 1A 2 371
, AZ A& tiAlsRE W Aol thal) B
Atk olE A AATL BasiA e
54wzl Yepd A2 Bl
FAAAME ARt 2Ajel] gk
A A ojok El=t] (122) BE =1
2o 7}t Al tidt Fejxl 429
A8k AA sttt 53 55
(12b:78-78%), T (12¢:78-78%), F4 22 (12¢:68
67%), BE] olFAIA (12g:68-679%)°l e+ Bz}
OJFAA] AL AT o= FA/E Al @Eet o
ARt ol glE Ak 71% vl 149y A
(Intention-to-treat)t-2] B SA o] FSIA] Y=
A AE A Aol tisl B o] BarskA|
A3 ZAF) 7 GAIA tiadA) 4] W3l

ﬂ,’
=
o
>
>
QL
Hor
[3st
™
-
N
ofN
=N
i

o
- -

T2 K
-
2
2
=2
R
M
I
=
ﬁ

flr o

o M

ri j_Ln'J 1%
=
fo &

52

=y
Lo
=
K
rr
o
il
lo

x
i
K

nlgj '
@
1>
b
fu

S
1>
bt
1o,
ot
1>

B S o
il
ofj
ot
o
N

o S

%

W AZ A5 ofGA A A7l thish Ak
ARS Ak & Hsjope Widoltk 1 eof A}
FAolM B AR dEo s A Hudt B
Here] 7127l ek vl 14d)k FAlell ok AL
A QA tiE A2 (170, F7HEA (19), ¥
2 (19) T°1 AT PAHe R I E FoM =
AF7Hd 3 tAslel o FAES aE e A3
&4 opyell T a5 TR Bargh =2 ¢l
A, o] =2 S0l Aol thigh 2ok} e
S S AS AR ot A 71, A HIEE
o 9, 4] #4879 thE AU o



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

205, 20 35l el B S e Qe FAH
g3t st wAol ek A el A A
ol BEAe| B DA 1 ASE
297} glom, A7 AR A7A} ¢
Qo) el £9), ol g WA 5

AL e AAEolA

oL

ko

—H ot
(@ ko
o
2 5

d

o

[l
r
Kl
i
QL
i
N
W% r@
v i1
re
iy
S
=

e oo 2 ox

whsh (914 grd)el gk 2

fa e
[y
rin
r
-
i
o

2
¥
o
i

o
(14dyell A3t Pt A3g F=olrh

Z= CONSORTS} TRENDAH W37 71d 9] 4%
& HIRCE AR QS A, 7H e A
off Ak ATl Azpas B3] A=
A, ATUARE oFs s S0 o/ E I
gste] ALsl A5 AR AAIREA, 1213 4
Al w2} e dAre] SA ol g wolH Hie &
Fes WEUM HelREA, mHEe R el

ol
=l
30,
>,
52
¥2
i)
e
-
o
1Y)
:Jd
I
jir)
i
1o,
N,
EX
i)
k]

=

3

ﬂrl

o Wt U WA B AT Se
7h BEA Ho] =Rl A PIS
37) 9150 ARG ROIA T, QAL G
o FA) o o1y 22
ujgo R 7MIS A AR, 7Hel 3%
o AYSVAE BAA0 R AA7Ps AT A
EEERE
AT 5 el g ISR APl s
A F5AE 1ER BeEA) ol AT 2
& 3y F9k A7k 7
91 Zlolck IHEE AV
Hold] thek A1 PAT, O ok APA Lo
#2834 AFATE AZSIATE A7AE
FEAQL e Gt FAN, P AT TIRle] 4
1

T =R A Adeste] A AA BATE

L

wo i g = off kI omy 4
®
[
i
o

re
fﬁi e
b

[y nz

ok

BY WAZ AAER B8 A Aol

2 ATolN AN B =REY w1700
WS 2 0, APAD Holo] ek g FAAT
7h o 2@ A7k Bok AEEA) SRtor] A
Kole] ol et 2AZ Aol B A7
59 4 EF PEQE AL AR FAE =
FEo wyel A w F88 BE2YA) gsiet
TG AAFYY A Mol B 94 2
Q7] Bl W 1 0o B ER
7ok & Roltk ol 98] AAEL B A7E by
O 7|9 AIAIA Mol 8 A g A7
He A B AL I8 F4 ATE NG

AP HolFA A W] AS B, B
Q7o) F2 A%E o
o

M

L APIAIE AolFAlol] et A4+ 199997-H
20063714 3 108 RCT 13, NRSI 9%)0]9.2.
™ CONSORTS} TREND A 9]¢t 7} =&
Byl A {rF A3k A 78%, A4 40%,

Gk 59920 Al AEES HAsA] 94 9

=
5
Qorg By AL 77 EX gtk

2. RCT 132 CONSORT A3 9] 3770 Al &
T VN 1199 FE& FE, 471 1199
FES ESEsl Bt ilem 2970
(78%)°] FES BV QA GYOHE B
o] Ho] gttt

3. NRSI 93> TREND A 9] sg7l| & 5 B
=M 78 (12990 s FESHA, 278
6% FES BFEsA Bagon, 1574



26%)°] = P_lé}ﬂ oFoke) B3 207
(3499 FEe] 7 A =Rl A e Bskd
O} Ik o] l&%ow BYER] 497 o)
woll PRV E AL B o] W2 gHEo] 3574
(0% AukHo 7 Wye) Hol Yk

4, tIF-Ee] =2o] 7Hde) AA] B Uaf-ol Ak A}
W0 AR A%, AFTIAR] AEle] LA ¢} s
G AHARI AEle] mE AE 5 A At
H, &3, g, T7H, A5 A A, AW
o] 8 W8-S HyEkA] WAL e

=4
[
3R] T AT

B AR o) FADT
AN O e SO BrhHY
o 4 QAR AT A8 A1 @
ol AARE vle] A5 B3 A 744 Ae)2
EZ 3§k Jo) FAH

fitl
AL
rlo
N

VI. Conflicts of Interest

The authors have declared that no conflicts of interest

exist.

VI Acknowledgements

This work was supported by the National Research
Foundation of Korea (NRF) grant funded by the Korea
government (MSIT) (NRE-2020R1F1A1065731)

VII. References

1. Shin CM, Han CS, Pae CU. Tools for Quality Evaluation
of Clinical Research Reports. Korean J Psychopharmacol.

JHKimetal 27

2011;22:67-72. (Korean)

. Begg C, Cho M, Eastwood S, Horton R, Moher D,

Olkin 1, et al. Improving the quality of reporting of
randomized controlled trials. The CONSORT staterrent.
JAMA. 1996,276(8):637-9. doi: 10.1001/jarra.276.8.637.

. Schulz KF, Altman DG, Moher D CONSORT Group.

CONSORT 2010 statement: updated guidelines for
reporting parallel group randomised trials. Int J Surg.
2011;9%(8):672-7. doi: 10.1016/j.ijsu.2011.09.004.

. Des Jarlais D.C, Lyles C, Crepaz N, TREND Group.

Improving the reporting quality of nonrandomized
evaluations of behavioral and public health inter-
ventions: The TERND statement. American Journal
of Public Health, Am J Public Health. 2004;94(3):
361-6. doi: 10.2105/ajph.94.3.361.

. Fuller T, Pearson M, Peters JL, ANderson R. Evaluating

the impact and use of Transparent Reporting of
Evaluations with Non-randomised Designs (TREND)
reporting guidelines. BMJ Open. 2012;2(6):e002073.
doi:10.1136/bmjopen-2012-002073.

. Kim MH, Chen SH, Jum EM, Kim S, Song JE, Ahn

S, et al. The Quality of Reporting of Intervention
Studies in the Korean Journal of Women Health
Nursing (KJWHN): Based on the TREND Guidelines.
Korean ] Women Health Nurs. 2013;19(4):306-317.
(Korean). doi: 10.4069/kjwhn.2013.19.4.306.

. Kim JD. Literature on Food Cure and Diet Therapy

depending on Sasang Constitutional Medicine. Korean
J Agricultural History. 2013:12(1):91-124. (Korean)

. Jeung YJ, Park SS. A Study on How Sasang

Constitutional Diet Influenced the Formation of Eight
Constitutional Diet. J. Sasang Const. Med. 2011;23(2):
153-163. (Korean) doi: 10.7730/JSCM.2011.23.2.153.

. Lee BH, Kwon KB, Han JH, Ryu DG. Bibliographical

Study on the Constitutional Foods in Korean Medicine.
Kor J. Ori Med Physiol Pathol. 2009;23(6):1207-20.
(Korean)



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

10.

11.

12.

13.

14.

15.

16.

17.

18.

Kim JY, Kim JW, Koh BH, Song IB. The study
on validity and application of classification of food
as constitution. J. Sasang Const. Med. 1995;7(1):
263-79. (Korean)

Kim JY, Koh BH. Rudimentary Presentation on Menu
for Diabetes (1800kcal) in Taeumin, Soumin, and
Soyangin based on Food Lists by Constitution. J.
Sasang Const. Med. 1996;8(1):395-411. (Korean)
Kim KY, Kim JS. Herbal Medicine Medical Tourism
by Constitution for the Activation Development Study
on Food : Focusing on the Literature. International
J. Tourism& Hospitality Research. 2014;28(3):61-74.
(Korean)

Lee EJ, Lee SK, Kim EJ, Cho RW, Koh BH, Song
IB. The sudy of Constitutional Dietary Therapy.
Journal of Sasang Constitutional Medicine. 1998;10(2):
305-49. (Korean)

Kim EJ. The Food Classification in Sasang Constitution
and Effects of Tae-eum Constitutional Diet on the
Blood Biochemical Parameters and Health Status. J.
nutrition& health. 1999;32(7):827-37. (Korean)
Lee EJ, Lee SK, Kim YY, Gho YW, Song IB. Gonstitutioral
Dietary Therapy in Diabests Medllius. J. Oriental Med.
1999;4(1):73-83.

Lee EJ, Kim YY, Lim KS, Kim SB, Lee SK, Koh
BH et al. Constitutional Dietary Therapy in the
Hyperlipidemia. J. Sasang Const. Med. 1999;11(2):
209-26. (Korean)

Lim KS, Koh BH, Song IB. A Clinical Study of the
Constitutional Therapeutic Diet on Hyperlipidemia.
Kyung Hee Med. 2000;16(1):86-93. (Korean)
Kim KB, Cho KJ, Lee HY, Shin HS, Kim KJ, Moon
HJ et al. Effect of Diet Regimen of Sasang Constitution
on Health Status. J. East-West nurs. research. 2002;7

19.

20.

21.

22.

23.

24.

25.

26.

(1):18-31. (Korean)

Jeon EY. The Effects of Sasang Constitutional Diet
for Essential Hypertension on Blood Pressure, Fat, and
Serum Lipid : on the subjects with aerobic exercise
and low salt diet at the same time. J. Korean Acad
Nurs. 2002;32(5):673-83. (Korean)

Moon BK, Cho MR, Lee HO, Song IB, Choue RW.
The Effects of Medical Nutrition Therapy on Plasma
Lipid Levels of Apo E3 genotype hyperlipidemic
Patients according to Sasang Constitutions. J. Sasang
Const. Med. 2003;15(1):60-71. (Korean)

Cho JI, Lee CY, Kim KH. The Effect of Aerobic
Exercise According to Oriental Sasang Constitutional
Diet on Blood Lipid (TC, TG), Lung Capacity (VC,
FVC) and Body Composition. Korean J. Physical Edu.
2003;42(5):735-46. (Korean)

Kim BS. The influence of Selective Food According
to Sasang Constitution (SFSC) and Athletes” Physical
Endurance, Basic Strength, and Body Composition.
JENB. 2006;10(2):123-34. (Korean)

Tripepi G, Jager KJ, Dekker FW/, Zoccali C. Selection
bias and information bias in clinical research. Nephron
din Pract. 2010;115(2):c94-9. doi: 10.1159/000312871.
Andrade C. The primary outcome measure and its
importance in clinical trials. Clin Psychiatry. 2015;76
(10):e1320-3. doi: 10.4088/JCP.15f10377.

Malone HE, Nicholl H, Coyne I. Fundamentals of
estimating sample size. Nurse Res. 2016;23(5):21-5.
doi: 10.7748/nr.23.5.21.s5.

Ho AMH, Phelan R, Mizubuti GB, Murdoch JAC,
Wickett S, Ho AK| et al. Bias in Before-After Studies:
Narrative Overview for Anesthesiologists. Anesth
Analg. 2018;126(5):1755-1762. doi: 10.1213/ANE.
0000000000002705.



