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Reporting Guidelines for Health Promotion Research
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Seoul National University Graduate School of Public Health & Center for Health Promotion Research

<Abstract>

Objectives: The purpose of this review is to introduce reporting guidelines for health promotion research in an effort to enhance systematic
structure and quality of health promotion research reported in academic papers. Methods: Widely accepted guidelines were selected for
description, which focus on 4 distinct types of research design. Checklists and flow diagrams are described and compared. Results:
CONSORT Statement is reporting guidelines for randomized controlled trials with a 25-item checklist and a flow diagram. TREND
Statement with a 22-item checklist is to guide reporting of health research in nonrandomized design. STROBE Statement is a compiled
guidelines for observational health research, accompanied by a 22-item checklist in a combined edition. PRISMA Statement consists of
a 27-item checklist and a flow diagram, providing guidelines for reporting systematic reviews and meta-analyses. All items on the
checklists and flow diagrams were introduced and discussed. Conclusion: Solid understanding of research designs and adoption of reporting
guidelines will enhance the quality of research with information on internal and external validity. Education and training of researchers
on the research reporting is required along with systems level adoption of efforts for research enhancement.
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AS7HA WEE A= d
w2 gy F8EL U EHEXJ.OJ AZ 4FE 2P
A998 Ag-t)ZF AH(randomized controlled trials:
RCT)Y R31A 3?1 CONsolidated Standards Of Reporting
Trials CONSORT]7} 71 v A o]a, 29 do] &
HA & HF5UET A Al (nonrandomized design) 172

B A ZQ1  Transparent Reporting of Evaluations with

D) Aol WeHE d

Nonrandomized Designs[TREND]®] it} 18]3 ZSZEAF
(cohort studies), AT =T A (case-control studies), THH
A (cross-sectional studies) 5 2 TH(observational studies)
9] B A QI STrengthening the Reporting of OBservational
in Epidemiology[STROBE]9} A A&
(systematic reviews) 47} W ERE4 (meta-analysis) AT-2
B A FQ Preferred Reporting Items for Systematic reviews
and Meta-Analysis]PRISMA]7} 1t}

studies EHEH

1. CONSORT Statement

CONSORT A %2 Consolidated Standards of Reporting
Trials®] 9FAFE, 1996 3, 2001'd ol o]o] A= 2010
2l CONSORT  Statement 20100 AlF i SQloh
CONSORT A %2 20113 &4} American Journal of Public
Health, Preventive Medicine, Annals of Behavioral Medicine,
BMC Public Health, Health Psychology, Health and Quality of
H] 33to] 40074 o] el A& st
=29 ATFEILE=EY APAF 02 AP E o] vt A3
A7, A EAL SteAHFA FoE 74"
CONSORT Group?] FE2 7§a-7§HE  CONSORT
Statement 20102 A B} AFEEEE FAHA L, 4
AE o] &S g A A (CONSORT 2010 Explanation and
Elaboration)& W-&3t=5 A HT} o] Bt = AFAA Y
ok Age EAS 73 thkd CONSORT 4+
(CONSORT  Extensions)©] ~ 7|'&,  F7H 3L

Life Outcomes, Lancet 5=
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CONSORT 2010 HAZEE A= YAl +
A = (Title), ZS(Abstract), A& (Introduction), ATX
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<Table 1> CONSORT 2010 checklist for reporting a randomized trial

Paper Section/Topic No. Checklist item
TITLE & ABSTRACT
la  Identification as a randomized trial in the title
b Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT
for abstracts
INTRODUCTION
Background 2a  Scientific background and explanation of rationale
& objectives 2b  Specific objectives or hypotheses
METHODS
Trial design 3a  Description of trial design (such as parallel, factorial) including allocation ratio
3b  Important changes to methods after trial commencement (such as eligibility criteria), with reasons
. 4a  Eligibility criteria for participants
Participants ; .
4b  Settings and locations where the data were collected
Interventions 5 The interventions for e.':.lC}.'l group with sufficient details to allow replication, including how and when
they were actually administered
6a Completely defined pre-specified primary and secondary outcome measures, including how and when
Outcomes they were assessed
6b  Any changes to trial outcomes after the trial commenced, with reasons
) 7a  How sample size was determined
Sample size
7b When applicable, explanation of any interim analyses and stopping guidelines
Sequence 8a  Method used to generate the random allocation sequence
generation 8b  Type of randomization: details of any restriction (such as blocking and block size)
folil(lce?:llr(r)lrelnt 9 Mechanism used to implement the random allocation sequence (such as sequentially numbered
mechanism containers), describing any steps taken to conceal the sequence until interventions were assigned
Randomization  Implementation 10 %0 genera.ted the random allocation sequence, who enrolled participants, and who assigned participants
to interventions
a If done, who was blinded after assignment to interventions (for example, participants, care providers,
Blinding those assessing outcomes) and how
11b If relevant, description of the similarity of interventions
Statistical 12a Statistical methods used to compare groups for primary and secondary outcomes
methods 12b  Methods for additional analyses, such as subgroup analyses and adjusted analyses
RESULTS
Participant flow 1a For each group, the numbers of participants who were randomly assigned, received intended treatment,
(a diagram is and were analyzed for the primary outcome
strongly ) o )
recommended) 13b  For each group, losses and exclusions after randomization, together with reasons
) 14a Dates defining the periods of recruitment and follow-up
Recruitment
14b  Why the trial ended or was stopped
Baseline data 15 A table showing baseline demographic and clinical characteristics for each group
Numbers analyzed 16 For each group, number of participants (denominator) included in each analysis and whether the analysis

was by original assigned groups
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Paper Section/Topic No.

Checklist item

o 17a
Outcomes & estimation

For each primary and secondary outcome, results for each group, and the estimated effect size and its
precision (such as 95% confidence interval)

17b  For binary outcomes, presentation of both absolute and relative effect sizes is recommended

Results of any other analyses performed, including subgroup analyses and adjusted analyses,

Ancillary analyses 18 distinguishing pre-specified from exploratory

Harms 19 All important harms or unintended effects in each group (for specific guidance see CONSORT for
harms)

DISCUSSION

Limitations 20 ;F;e;;siismitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of

Generalizability 21  Generalizability (external validity, applicability) of the trial findings

Interpretation ” Interpretation consistent with results, balancing benefits 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 25  Sources of funding and other support (such as supply of drugs), role of funders

Source: CONSORT Statement(www.consort-statement.org)

CONSORT Aol A= A &o] RCTYUS W3 =% @1
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s
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ot of= St ol E FERZF A Gl 10020] oA
2000} & Agstn Yot b AAE T &
9 25 23 & F Aol BH 255 AAddof gt

CONSORT A& <& RCT tiArolywha uh dhoja] A
gl AGshe A0 W8 S5 HYHEE s

AL, A7 44 APT s tzgol] FAeddH
© 34 o] Ays Aot FAHLEY T8I A
He AgATY YEEAd HHE e 2801, 1 FA
7t e BEAME AdE] YRS 2E e
EAET WEbA A ofTM ol Hom FA7F A
A=Al 3 A&star L Aol Bagh Jon.

A Aol s H = T cHE
B4, 2 £AE &3t ofgA TP Y=AE sl oF
z:ﬂ":]' ]dfﬂ Wr(random numben) 5 o] &AL T
B Z2I9E o] &)X dE At o] &t 44X
oA A7, E3HESF A A (permuted block
1 724 Aol Xt 3 dEIHy
25 871 3A} o] SHAREA, 1
23 FAGGA, AFEA, AHEA R Bo] A=
7} (blinding) HQAE=A, HUTHA F7}
oAgA HA=A= A oloF qhrh. CONSORT #| 3ol A
ojuf okl z AT o] s
st AT ULZ-—TLOH AgE e A =

3 1S 2 Ay g

i
2
U of
N
_L,>i
oX,
3,‘301:2

@
H

o] o

design)Q! 7

Al
=
ofl
K3
L)
:.OL_',
A



o Rt RANGY B AR, 7 A B

ol
K
t
4r
4
)
o
N
ft
>
feici)
=
B
fu)
BN
=l
o
fl
N
I
=
oxl
3,‘9:‘1‘

2
Y
z,
%,

o 3
drgeiof shul, A ARl AAd FAger A
8 Aot g7, WieE A7 o= AFAM & Al

O

AA ZAsL oGA SAT ZJAA FAHOE FE3HA
AWt =E it} A77F AZtE $ A o] WA o] A
0 A S-elle 1 ol ok MAWES WS o gt g1
ARtz 11 A9 FAHA} RAHR vwE AT &
At F7HEA (1S E°] subgroup analysis, adjusted
analysis)"H & Aot

+ Mot meeting inclusion criteria (n= )

Enrollment Assessed for eligibility (n= )
Excluded (n= )
* + Declined to participate (n= )
« Otherreasons (n= )
Randomized (n= )
¥ [ Allocation ] Y

Allocatedtointervention (n= )
+ Received allocated intervention (n= )

+ Did not receive allocated intervention (give
reasons) (n= )

Allocatedto intervention (n= )

+ Received allocated intervention (n= )

+ Did not receive allocated intervention (give
reasons) (n= )

k4 [’
,

Follow-Up } ¥

Lost to follow-up (give reasons) (n= )

Discontinued intervention (give reasons) (n= )

Lost to follow-up (give reasons) (n= )

Discontinued intervention (give reasons) (n= )

Analysis ] ¥

Analysed (n=)
+ Excluded from analysis (give reasons) (n= )

Analysed (n=)
+ Excluded from analysis (give reasons) (n= )

[Figure 1] CONSORT 2010 Flow Diagram

Source: The CONSORT Group (www.consort-statement.org)
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2. TREND Statement

RCT7F A4 E397te A3 7P 283 A748A=
AAHO $A T FJelol} Hwe] AeE GFE FAH}
ATE MR FERY Robe] ATNME RCT 48] &
Aoz oA WaEAY & ATk ey FAeT
o] o] A& %2 nonrandomized trials®] tHte] iy} @
I Aok A7AE AT A nonrandomized trials”} <A
ZHA AL AAA o7 FgH ol 2AZEE A 714317] ¢
M= ol ATEAE 283 AT50] Agstal A
A, AAE 7HAL Bago] A 2771 vhd s ofof
S (Des Jarlais, Lyles, Crepaz & the TREND Group, 2004).

Transparent Reporting of Evaluations with Nonrandomized



Designs(TREND) 2| %2 nonrandomized trials 372315 A
Adtsta £H3tatr] s 20043 A7} StEAHF AL
S0l o8 23t o 2 NdE FARE ¥4tk TREND A
HZ AF7HA 4047) AIStEA| o StedA A TR
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and Prevention[CDC], 2011).

TREND A3 AgHie] 7]EAHolghe AlA, 1
2]aL oju] kA JdE o] ther ke A9} ShathA | o)
Ae)El x| 7olgt= Aol Al CONSORT A3 <] F2- 742
AT FAEE 7THAES AAHATHDes Jarlais et al,
2004). QAo 2 st AFAAE d2Y AF R FF
Ao g zhof & 231& thEthe A olA TREND A %3
CONSORT A& fFAHd 3 AAAN S 7HA & Aolth. 18
B2 TREND A= A=l ATEAE Bt 7

<Table 2> The TREND checklist version 1.0
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Paper Section/Topic No.

Checklist item

TITLE & ABSTRACT

Information on how units were allocated to interventions

1 Structured abstract recommended

Information on target population or study sample

INTRODUCTION
Background 2 Theories used in designing behavioral interventions
METHODS
Eligibility criteria for participants, including criteria at different levels in recruitment / sampling plan
(e.g., cities, clinics, participants)
o Method of recruitment (e.g., referral, self-selection), including the sampling method if a systematic
Participants 3

sampling was implemented

Recruitment setting (for example, through key informants and peer opinion leaders at schools)

Settings and locations where the data were collected

Details of the interventions intended for each study condition and how and when they were actually

administered, specifically including:

- Content: what was given?

- Delivery method: how was the content given?
- Unit of delivery: how were participants grouped during delivery?
Interventions 4 - Deliverer: who delivered the intervention?
- Setting: where was the intervention delivered?
- Exposure quantity and duration: how many sessions or episodes or events were intended to be
delivered? How long were they intended to last?
- Time span: how long was intended to take to deliver the intervention to each unit?
- Activities to increase compliance or adherence (e.g., incentives)

Objectives 5

Specific objectives and hypotheses

Outcomes 6

Clearly defined primary and secondary outcome measures




90 REMERFRGESES $208 4%

Paper Section/Topic

No.

Checklist item

Methods used to collect data and any methods used to enhance the quality of measurements

Information on validated instruments such as psychometric and biometric properties

Sample size

How sample size was determined and, when applicable, explanation of any interim analyses and
stopping rules

Assignment
method

Unit of assignment (the unit being assigned to study condition, e.g., individual, group, community)

Method used to assign units to study conditions, including details of any restriction (e.g., blocking,
stratification, minimization)

Inclusion of aspects employed to help minimize potential bias induced due to nonrandomization (e.g.,
matching)

Blinding (masking)

Whether or not participants, those administering the interventions, and those assessing the outcomes
were blinded to study condition assignment; if so, statement regarding how the blinding was
accomplished and how it was assessed

Unit of analysis

10

Description of the smallest unit that is being analyzed to assess intervention effects (e.g., individual,
group, or community)

If the unit of analysis differs from the unit of assignment, the analytical method used to account for
this (e.g., adjusting the standard error estimates by the design effect or using multilevel analysis)

Statistical methods

11

Statistical methods used to compare study groups for primary outcome(s), including complex methods
for correlated data

Statistical methods used for additional analyses, such as subgroup analyses and adjusted analysis

Methods for imputing missing data, if used

Statistical software or programs used

RESULTS

Participant flow

12

Flow of participants through each stage of the study (a diagram is strongly recommended)

- Enrollment: the numbers of participants screened for eligibility, found to be eligible or not eligible,
declined to be enrolled, and enrolled in the study

- Assignment: the numbers of participants assigned to a study condition

- Allocation and intervention exposure: the number of participants assigned to each study condition
and the numbers of participants who received each intervention

- Follow-up: the number of participants who completed the follow-up or did not complete the
follow-up (i.e. lost to follow-up), by study condition

- Analysis: the number of participants included in or excluded from the main analysis, by study condition

Description of protocol deviations from study as planned, along with reasons

Recruitment

13

Dates defining the periods of recruitment and follow-up

Baseline data

14

Baseline demographic and clinical characteristics of participants in each study condition

Baseline characteristics for each study condition relevant to specific disease prevention research

Baseline comparisons of those lost to follow-up and those retained, overall and by study condition

Comparison between study population at baseline and target population of interest

Baseline
equivalence

15

Date on study group equivalence at baseline and statistical methods used to control for baseline
differences

Numbers analyzed

16

Number of participants (denominator) included in each analysis for each condition, particularly when the
denominators change for different outcomes; statement or the results in absolute numbers when feasible

Indication of whether the analysis strategy was “intention to treat” or, if not, description of how
noncompliers were treated in the analyses

Outcomes
& estimation

17

For each primary and secondary outcome, a summary of results for each study condition, and the
estimated effect size and a confidence interval to indicate the precision

Inclusion of null and negative findings




Paper Section/Topic No.

Checklist item

Inclusion of results from testing pre-specified causal pathways through which the intervention was

intended to operate, if any

Ancill 1
fetflary anatyses pre-specified or exploratory

Summary of other analyses performed, including subgroup or restricted analyses, indicating which are

Summary of all important adverse events or unintended effects in each study condition (including

Adverse events 19 . . ) .
summary measures, effect size estimates, and confidence intervals)
DISCUSSION
Interpretation of the results, taking into account study hypotheses, sources of potential bias,
imprecision of measures, multiplicative analyses, and other limitations or weaknesses of the study
Discussion of results taking into account the mechanism by which the intervention was intended to
Interpretation 20 work (causal pathways) or alternative mechanisms or explanations
Discussion of the success of and barriers to implementing the intervention, fidelity of implementation
Discussion of research, programmatic, or policy implications
Generalizability (external validity) of the trial findings, taking into account the study population, the
Generalizability 21 characteristics of the intervention, length of follow-up, incentives, compliance rates, specific
sites/settings involved in the study, and other contextual issues
Overall evidence 22 General interpretation of the results in the context of current evidence and current theory

Source: Des Jarlais, Lyles, Crepaz, & the TREND Group (2004).
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<Table 3> STROBE statement version 4 for cohort, case—control, and cross—sectional studies(combined)

Paper Section/Topic No. Checklist item
TITLE & ABSTRACT
la Indicate the study’s design with a commonly used term in the title or the abstract
1b Provide in the abstract an informative and balanced summary of what was done and what was found
INTRODUCTION
Background/rationale 2 Explain the scientific background and rationale for the investigation being reported
Objectives 3 State specific objectives, including any pre-specified hypotheses
METHODS
Study design 4 Present key elements of study design early in the paper.
. Describe the setting, locations, and relevant dates, including periods of recruitment, exposure,
Setting 5 .
follow-up, and data collection
- Cohort study: Give the eligibility criteria, and the sources and methods of selection o participants.
Describe methods of follow-up
- Case-control study: Give the eligibility criteria, and the sources and methods of case ascertainment
6a . . . .
. and control selection. Give the rationale for the choice of cases and controls
Participants - Cross-sectional study: Give the eligibility criteria, and the sources and methods of selection of
participants
6b - Cohort study: For matched studies, give matching criteria and number of exposed and unexposed

- Case-control study: For matched studies, give matching criteria and the number of controls per case




Paper Section/Topic No. Checklist item
Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and effect modifier. Give
diagnostic criteria, if applicable.
Data sources/ g For each variable of interest, give sources of data and details of methods of assessment
measurement (measurement). Describe comparability of assessment methods if there is more than one group.
Bias 9 Describe any efforts to address potential source of bias.
Study size 10 Explain how the study size was arrived at.
Quantitative 1 Explain how quantitative variables were handled in the analyses. If applicable, describe which
variables groupings were chosen and why.
12a Describe all statistical methods, including those used to control for confounding.
12b Describe any methods used to examine subgroups and interactions
12¢ Explain how missing data were addressed.
Statistical methods - Cohort study: If applicable, explain how loss to follow-up was addressed
12d - Case-control study: If applicable, explain how matching of cases and controls was addressed
- Cross-sectional study: If applicable, describe analytical methods taking account of sampling strategy
12¢ Describe any sensitivity analyses
RESULTS
13a* Report numbers of individuals at each stage of study (e.g., numbers potentially eligible, examined
for eligibility, confirmed eligible, included in the study, completing follow-up, and analyzed)
Participants . .
13b* Give reasons for non-participation at each stage
13c* Consider use of a flow diagram
L4a* Give characteristics of study participants (e.g., demographic, clinical, social) and information on
exposures and potential confounders
D iptive dat . .. . .. . .
eseriplive data 14b* Indicate number of participants with missing data for each variable of interest
14c* Cohort study: summarize follow-up time (e.g., average and total amount)
- Cohort study: Report numbers of outcome events or summary measures over time
Outcome data 15% - Case-control study: report numbers in each exposure category, or summary measures of exposure
- cross-sectional study: Report numbers of outcome events or summary measures
Give unadjusted estimates and, if applicable, confounder-adjusted estimates and their precision (e.g., 95%
16a o . . .
confidential interval). make clear which confounders were adjusted for and why they were included.
Main results . . . -
16b Report category boundaries when continuous variables were categorized
16¢ If relevant, consider translating estimates of relative risk into absolute risk for a meaningful time period.
Other analyses 17 Report other analyses done (e.g., analyses of subgroups and interactions, and sensitivity analyses
DISCUSSION
Key results 18 Summarize key results with reference to study objectives.
o Discuss limitations of the study, taking into account sources of potential bias or imprecision. Discuss
Limitations 19 L . L
both direction and magnitude of any potential bias
, Give a cautious overall interpretation of results considering objectives, limitations, multiplicity of
Interpretation 20 . . .
analyses, results from similar studies, and other relevant evidence
Generalizability 21 Discuss the generalizability (external validity) of the study results.
OTHER INFORMATION
Funding 9 Give the source of funding and the role of the funders for the present study and, if applicable, for

the original study on which the present article is based

* Give information separately for cases and controls in case-control studies and, if applicable, for exposed and unexposed groups in cohort and

cross-sectional studies.

Source: The STROBE Initiative(www.strobe-statement.org)
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4. PRISMA Statement

Preferred Reporting Items for Systematic reviews and
Meta-Analysis(PRISMA) Statement= Z}71 RCT WEHEA
TR A s s MEHUD the Quality of
Reporting of Meta-anaysis(QUOROM) Statement®] <+ X2 ¢
oz AAA EHEA(systematic reviews)S} WEREA
(meta-analysis)] TR 7]FAZ ot #A] PRISMA
2009+ 278H50] 27 AAFES AT ek HEHA-
49 42 ATEEEE T4 191aL, CONSORT A3
9] A ¥xeo] MuA(the PRISMA Explanation and
Elaboration)S $HA| AL&3E= 2 FojQlth PRISMA A&
OeFe AFAAE 71 A4 AR 19 AAske 2
e 93 Ay A= F9 sfukolth Cochrane Collaboration

(

>

<Table 4> PRISMA 2009

< 283 ZA LT 1800 ZA| 8 R o) 4] PRISMA
AHe B WA AFEge] AR H o2 A
[e]

3l ITHPRISMA Group, n.d.).

PRISMA A3 ¢] 27|52 AT ASdl TdL4
e HEEAYE B A, 250 723k 8T e £
FANE A, A2l APAAze} Auste sF AT
oA =2 AR AN A 5 o FEo Al
T HIHE FEE2 FAHANG Ot 723}
H 8ok A 24U A7 ARV AE 5 A
T 7Y 5 2ALH WY fEHE Wees

s
E9Fskal et lﬂl ATFFAE dEF 7]'1}Lart101pants),
%A (Interventions), H] 2(Comparisons), 2 ¥(Outcomes), 17+
A A (Study design), & PICOS S|4 HE3A A=
= HAIT<Table 4>.

Paper Section/Topic No. Checklist item
TITLE
1 Identify the report as a systematic review, meta-analysis, or both.
ABSTRACT
Provide a structured summary including, as applicable: background; objectives; data sources; study
Structured summary 2 eligibility criteria, participants, and interventions; study appraisal and synthesis methods; results;
limitations; conclusions and implications of key findings; systematic review registration number.
INTRODUCTION
Rationale 3 Describe the rationale for the review in the context of what is already known.
_ Provide an explicit statement of questions being addressed with reference to participants, interventions,
Objectives 4 . .
comparisons, outcomes, and study design (PICOS).
METHODS
L Indicate if a review protocol exists, if and where it can be accessed (e.g., Web address), and, if
Protocol & registration 5 . . C . . L
available, provide registration information including registration number.
Eligibility criteria 6 Speciify study characteristigs (.e.g., PICOS, length of fo.llow-up). e?n(.i‘repor.t .charact.eristics (e.g., years
considered, language, publication status) used as criteria for eligibility, giving rationale.
. Describe all information sources (e.g., databases with dates of coverage, contact with study authors to
Information sources 7 o . N
identify additional studies) in the search and date last searched.
Search 8 Present full electronic search strategy for at least one database, including any limits used, such that
it could be repeated.
Study selection 9 State tl}e progess for se}ecting studies (i.e.., screening, eligibility, included in systematic review, and,
if applicable, included in the meta-analysis).
Data collection process 10 Describe method of daFa.extraction fr(.)m.reports (e.g., pﬁloted. forms, independently, in duplicate) and
any processes for obtaining and confirming data from investigators.
Data items 1 List and define all variables for which data were sought (e.g., PICOS, funding sources) and any

assumptions and simplifications made.

Risk of bias in individual
. 12
studies

Describe methods used for assessing risk of bias of individual studies (including specification of whether
this was done at the study or outcome level), and how this information is to be used in any data synthesis.




Paper Section/Topic No.

Checklist item

Summary measures 13

State the principal summary measures (e.g.,

risk ratio, difference in means).

Synthesis of results 14

Describe the methods of handling data and combining results of studies, if done, including measures
of consistency (e.g., 12) for each meta-analysis.

Risk of bias across studies 15

Specify any assessment of risk of bias that may affect the cumulative evidence (e.g., publication bias,
selective reporting within studies).

Describe methods of additional analyses (e.g.,

sensitivity or subgroup analyses, meta-regression), if

Additional analysi 16 e . .
tional anatysis done, indicating which were pre-specified.
RESULTS
. Give numbers of studies screened, assessed for eligibility, and included in the review, with reasons
Study selection 17 . . . .
for exclusions at each stage, ideally with a flow diagram.
Study characteristics 18 For every study, present characteristics for which data were extracted (e.g., study size, PICOS,

follow-up period) and provide the citations.

Risk of bias within studies 19

Present data on risk of bias of each study and, if available, any outcome level assessment (see item 12).

Results of 20 For all outcomes considered (benefits or harms), present, for each study: (a) simple summary data for
individual studies each intervention group (b) effect estimates and confidence intervals, ideally with a forest pilot.
Synthesis of results 21 Present results of each meta-analysis done, including confidence intervals and measures of consistency.

Risk of bias across studies 22

Present results of any assessment of risk of bias across studies (see item 15).

Give results of additional analyses, if done (e.g., sensitivity or subgroup analyses, meta-regression [see

Additional anal 2
dditional analyses 3 item 16]).
DISCUSSION
. Summarize the main findings including the strength of evidence for each main outcome; consider
Summary of evidence 24 . , .
their relevance to key groups (e.g., healthcare providers, users, and policy makers).
S Discuss limitations at study and outcome level (e.g., risk of bias), and at review-level (e.g.,
Limitations 25 . . S . .
incomplete retrieval of identified research, reporting bias).
. Provide a general interpretation of the results in the context of other evidence, and implications for
Conclusions 26
future research.
FUNDING
Funding 27 Describe sources of funding for the systematic review and other support (e.g., supply of data); role

of funders for the systematic review.

Source: Moher, Liberti, Tetzlaff, Altman, & The PRISMA Group (2009)

o
Jm F
oX
o

m

T«
<

N
N o
ot

4

1%

ol

X =
o,

M

1%

o
B

o

k)
o
30
T
)

ot &
Rl oguorE Qoo
Df“_g
>,
o
lut
ol
o
o
:?ga
m

QL
30
&
[
i)

o
o

s

Al = =] gt
712024 Aol B4l PICos, FA713E %),
Hao] EX(d): &

A7} A ojok 3ty AA7|E wet 7
(A2 dolEmlo) 29} AT 7|2t AFAR $3&
8 AR HE o), ddAdT AR @A, AR7)E

off oh-(
Me,
[
VA (e O o K T o 1

& 5), AAE A7l AsFE W, F

HHN'
it
_)|~l_
fu
1o
o2

oo} £&, A5 d HE&H 7MoY B3t W&ol
A3 A Elojof dt= AT EHEA], HEHEY AFHEL
o th3k PRISMA AF 9] S4o|th. £ EA, veteA A
7o EA A Aol 238 N A7 HF rksEE A
Arete AZggo] Mhshs WY, 99 A7 AFE F
g glste] AAl o}% FRARA R A, THEAAE Al
Alat7] 98l AR E Aesta A F A= FERE S
HaF 24, N4 %*JOM et AL 5 F7HE AA
& ANHE AFEIS] Y o] AR ook gt



6 RMENERRESESE 5205 540

UONROLIUAP]

Suudanng

Anqisyg

papnjouj

Source: Moher, Liberati, Tetzlaff, Altman, & The PRISMA Group (2009).

# of records identified through database

searching

# of additional records identified through other

sources

# of records after duplicates removed

# of records screened

# of records excluded

A 4

for eligibility
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quantitative synthesis

(meta-analysis)

[Figure 2] PRISMA Flow Diagram
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[Figure 3] NICE algorithm for classifying study design
Source: National Institute for Clinical Excellence[NICE]. (2004). Figure 7.1. (p. 7-2)
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(www.consort-statement.org), TREND(www.cdc.gov/trendstatement),
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Before beginning identify the Population, Intervention/exposure, and key Outcomes of the shudy.

Was there a comparison to
assess the effect/association of
an intervention/exposure and an

outcome? This could be between =2
srroups or within the same individual or

groupis) comparing pres & paste
interveRtion mednres.

Yy

Was information on the
interventionfexposure gathered
by the investigators concurrently
{e.g. by survey)?

Non-comparative study

lime series

Cross-sectional Study

E.g. case report, case series

N

Did all the participants

Aotk ATAAE
[Figure 319} [Figure 4]] dlAIE B| &3
dag ol M AE, E851 9
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Before-after study

Were there =3
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(without comparison
group)

N

Nested Case control study

\}as thfe study expenjumemal fie.| N receive the same Y - measuremems:‘bergre ?123
investigators ]m.d. dlreg Lalﬂ.l'Dl intervention/exposure? : m nts after the
over study conditions including: intervention/exposure?

allocation to =2 interventions,
timing of interventions, choice N l
of outcome(s), and timing of
oulcome assessments). N Was intervention/exposure
Were groups defined by the | data registered prior to the
Yl intervention/exposure? outcome?
Non-randomized trial N
E.g. quasi-randomized trial Were interventions/exposures Y l,
assigned randomly? . X X X
Did investigators identify N
the participants from a > . )
. ™ Were groups concurrent?
single source (e.g., same | Unsune
setting or time peried)?

vy

Randomized trial

Were both

outcome assessed
prospectively?

intervention/exposure and

Y N

h

Prospective cohort siudy

Non-concurrent cohort
study

Interrupied time series Y
with comparison group

Retrospective cohort study

[Figure 3] Study design algorithm
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