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Initiative Type of study Source
CONSORT randomized controlled | http://www consort-statement org
frials
STARD studies of diagnostic http://www stard-statement.org
accuracy
QUOROM systematic reviews and | http://www.consort-
meta-analyses statement.org/Initiatives/MOOSE/moose pdf
STROBE observational studies in | http://www strobe-statement.org
epidemiology
MOOSE meta-analyses of hitp://www_consort-
observational studies in | statement.org/Initiatives/MOOSE/moose. pdf
epidemiology

SN ts for Manuscripts Submitted to Biomedical Journals 2007
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CONSORT Statement (reporting of randomized
controlled trials)

STARD (reporting of diagnostic accuracy studies)
STROBE (reporting of observational studies in

epidemiology)
PRISMA (reporting of systematic reviews), which

recently replaced OUOROM
MOOSE (reporting of meta—analyses of

observational studies)



http://www.consort-statement.org/
http://www.stard-statement.org/
http://www.strobe-statement.org/Checklist.html
http://www.strobe-statement.org/Checklist.html
http://www.prisma-statement.org/index.htm
http://www.ncbi.nlm.nih.gov/pubmed/10584742
http://www.equator-network.org/index.aspx?o=1052

EQUATOR network

» Enhancing the QUAIity and Trandparency Of
health Research

» an international initiative
» to enhance reliability of medical research
» literature

» by promoting transparent and accurate
reporting of research studies

e




€ cquator search] =
network Enhancing the QuUAlity and Transparency Of health Research
Home About Resource Courses Research Contact Meaws Forum
EQUATOR Centre Events Frojects

Welcome to the EQUATOR Network website —

the resource centre for good reporting of

health research studies

EﬂLatESt naews more news

EQUATOR Seminar:
Reporting your RCT
Join us on 10 September 2010 in
COxford to learn how to use the
updated CONSORT 2010
Statement in reporting your
trial. Register mnow

Read the full story

AHS
National Institute for
Health Research

Too often, good research evidence is
undermined by poor quality
reporting.

The EQUATOR Network is an
international initiative that seeks to
improwve reliabilivty and value of
medical research literature by
promoting transparent and accurate
reporting of research studies.

Highlights

Seeking funding and support
Wwe appeal to research funders,
publishers and other organisations
to support responsible research
reporting. Find out how

Promote good reporting
Print and display EQUATOR leaflets

EQUATOR Newsletter

MNew reporting guidelines, events,
and other news. Subscribe now

The EQUhTC}R Nemnrk is funded by:

CHIEF
SCIENTIST

CIHR ||-“1[ OFFICE

e -

Reporting guidelines

Library for Health

! TR Research Reporting

Authors
/ | iInformation for
authors of research
reports
Editors

Resources for

' - journal editors and

i Ef"-““'t-. pear reviewers

Developers

1L

==

Resources
for developers
of reporting

guidelines

Pan American
Health
Organization



Listing of reporting guidelines

o Experimental studies

- Observational studies

o Diagnostic accuracy studies

o Systematic reviews

o Qualitative research

- Economic evaluations

o Quality improvement studies

o Other reporting guidelines

o Sections of research reports

o Specific conditions or procedures.



http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/experimental-studies/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/observational-studies/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/diagnostic-accuracy-studies/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/systematic-reviews-and-meta-analysis/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/qualitative-research/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/economic-evaluations/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/quality-improvement-studies/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/other-reporting-guidelines/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/sections-of-research-reports/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines/specific-conditions-or-procedures/
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» Reporting quidelines under development

» Reporting quidelines in other research fields

» Guidance on scientific writing

» Guidance developed by editorial groups

» Medical writers — additional resources

» Research ethics, publication ethics and good practice guidelines

» Resources related to development and maintenance of reporting guidelines
» Editorials introducing reporting guidelines

» Guidelines for peer reviewers

» Case studies: How journals implement reporting guidelines
Examples of good research reporting

» Useful and interesting presentations
» EQUATOR "pick’ - comments, discussion and other thought provoking articles

and interesting quotes



http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines-under-development/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/reporting-guidelines-in-other-research-fields/reporting-guidelines-in-other-research-fields/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/guidance-on-scientific-writing/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/guidance-developed-by-editorial-groups/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/guidance-developed-by-editorial-groups/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/medical-writers---additional-resources/medical-writers---additional-resources/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/medical-writers---additional-resources/medical-writers---additional-resources/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/medical-writers---additional-resources/medical-writers---additional-resources/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/medical-writers---additional-resources/medical-writers---additional-resources/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/research-ethics-publication-ethics-and-good-practice-guidelines/research-ethics-publication-ethics-and-good-practice-guidelines/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/development-and-maintenance-of-reporting-guidelines/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/editorials-introducing-rgs/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/examples-of-guidelines-for-peer-reviewers/examples-of-guidelines-for-peer-reviewers/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/case-studies-rg-implementation/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/examples-of-good-research-reporting/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/presentations/
http://www.equator-network.org/resource-centre/library-of-health-research-reporting/equator-pick/

Reporting experimental studies

» RCT :
» Infection control intervention studies : ORION
» Non-randomised studies : TREND

» Neuro-oncology trials - phase | and Il :
GNOSIS

» STRICA : controlled trial of acpuncture,
Behaviourla medicine, Occupational therapy



http://www.consort-statement.org/
http://www.consort-statement.org/
http://www.consort-statement.org/
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Observational studies in epidemiology =TROBE
STROBE®] varient

(Genetic association studies “TREGA
Infection control intervention studies ORIOH

Longitudinal observational studies 1n rheumatology

Case sernes acupuncture (conduct,

reporting )

Case—control studies {participation)

Case reports Cases Journal

BMI zuidance

Adverse event reports

Tumour marker prognostc studies EEMARE

Prognostic studies with missing covanate data

(zenetic results in research studies

Internet e—surveys
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» The SPIRIT initiative (Standard Protocol Items
for Randomized Trials)

» WIDER recommendations for reporting of
behaviour change interventions

» Guidelines for reporting biomedical images in
scientific journals
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Download the most frequently—
used reportimng guidelines:

COMSORT checklist
COMSORT flowchart
COMSORT extensions

e STARD checklist &
flowchart

e STROBE checlklists
= PRISMA checklist
« PRISMA flow diagram

M—




ICMJE uniform requirements

Reporting Guidelines for Specific Study Designs

Research reports frequently omit important information. Reporting puidelines have been developed for a

number of study designs that some journals may ask authors to follow. Authors should consult the

Information for Authars of the journal they have chosen.

The general requirements listed in the next section relate to reporting essential elements for all study
designs. Authors are encouraged also to consult reporting guidelines relevant to their specific research

desien. A good source of reporting guidelines is the EQUATOR Metwork (http:/ fwww.equator-

network.org/home/ ).




NEJM

o In mamscripts that report on randomized clinical trials, authors may provide aflow diagram
CONSORT format and all of the iformation required by the CONSORT checklist. When
restrictions on length prevent the ichusion of some of this information i the mamscript, i may be
provided in a separate document submitted with the manuscript. The CONSORT statement
checklist, and flow diagram are avadable at hitp: wiw.consort-statement.org.




BM)

= the aoriginal protocaol for a clinical trial aor, ifthe protocol has been
published in an open access online journal, its reference and url

« forarandomised controlled trial, the appropriate completed COMRSORT
checklist showing on which page of yvour manuscript each checklist
item appears, the COMNIORT-style structured abstract, and the
COMSORT flowchart (COMSORT has several extension statements,
eg for cluster RCTs). To find research reporting guidelines and
statements such as COMNSORT yvou may find it 2easiestto go to the
website ofthe EQUATOR network, where they are all available in one

place. Because we aim to improve 80MVJ papers’ reporting and increase
reviewers' understanding we ask our research authors to fallow such
reporting guidelines and to complete the appropriate reporting
checklist before submission (or before external peer review if not done
sooner). We do not, however, use reporting guidelines as critical
appraisal tools to evaluate study gquality ar filter out articles.

= PRIZMA checklist and flowchart for a systematic review or meta-
analysis of randomised trials and other evaluation studies (the PRISMA
guidelines have supercedeaed the QILIORCHM guidelines)

« MOOSE checklist and flowchart for a meta-analysis of observational
studies

e STARD checklist and flowchart for a study of diagnostic accuracy

rharkFlict fmar amn nlhconeatimnmal choddae



Annals of Internal Medicine

Requirements for all categories of articles largely conform {o the “Uniform Requirements for Manuscripts Submitied to
Biomedical Journals,” developed by the International Committee of Medical Journal Editors (ICMIE). Authors should write
for a sophisticated general medical readership; follow principles of clear scientific wrifing (Gopen, Huth, CBESNC) and
statistical reporfing (Ballar, Lang); and prepare manuscripts according to recommended reporting quidelings and
checklists (EQUATOR) whenever possible.

Ophthalmology

2. Design: identifies the study design using a phrase such as cross-sectional study, clinical tnal, endence based study, etc. New study desigr
types are avallable In the Ophthalmology's Study Design Scheme and Warksheets section of this quide. Please select a study design fram the
choices listed there. Warksheet #1 (modified agreement) for randomized controlled tnals has been required since 1996 and 15
avallable onling. Use of the other warksheets, while strongly recommended, remains voluntary and updated versions will be available onling withi

approximately 45 days.
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CONSORT

» Consolidated Standards of Reporting Trials
» 29| fiE ol B3 XA

» 1996 CONSORT group

» ICMJE, CSE, WAME S 0j| A{ xj e

29 3 00| A Ak+)

» 2001 B& =4

2010 28 75




Section/Topic Item Mo Checklist item Reported on page No
Title and abstract
1a Identification as a randomised trial in the title
1b Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for
abstracts**4%)
Introduction
Background and ocbjectives 2a Scientific background and explanation of rationale
Zb Specific objectives or hypotheses
Methods
Trial design 3a Description of trial design (such as parallel, factorial) including allocation ratio
3b Important changes to methods aftertrial commencement (such as eligibility criteria), with reasons
Participants Aa Eligibilivy criteria for participants
4b Settings and locations where the datawere collected
Interventions 5 The interventions for each groupwith sufficient details to allow replication, including how andwhen they were actually
administered
Qutcomes &a Completely defined pre-specified primary and secondary outcome measures, including how and when they were
assessed
&b Any changes to trial outcomes after the trial commenced, with reasons
Sample size 7a How sample sizewas determined
7b When applicable, explanation of amy interim analyses and stopping guidelines
Randomisation:
Sequence generation Ba Method used to generate the random allocation sequence
8b Type of mndomisation; details of any restriction (such as blocking and block size)
Allocation concealment 9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers),
mechanism describing any steps taken to conceal the seqguence until interventions were assigned
Implementation 10 Who generated the random allocation sequence, who enrolled participants, andwho assigned participants to
interventions
Blinding 11a If done, whowas blinded after assignment to interventions (for example, participants, care providers, those assessing
outcomes) and how
11b If relevant, description of the similarity of interventions
Statistical methods 12a Statistical methods used to compare groups for primary and secondary cutcomes
12b Methods for additional analyses, such as subgroup analyses and adjusted analyses
Results
Participant flow (a diagram is 13a For each group, the numbers of participants who were randomly assigned, received intended treatment, and weare
strongly recommended) analysed for the primary outcome
13b For each group, losses and exclusions after mndomisation, togetherwith reasons
Recruitment 14a Dates defining the periods of recruitment and foll ow-up
14b Why thetrial ended orwas stopped
Baseline data 15 Atable showing baseline demographicand clinical characteristics for each group
Numbers analysed 16 For each group, number of participants (demominator) included in each analysis and whether the analysis was by
original assigned groups
Qutcomes and estimation 17a For each primary and secondary cutcome, 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
Ancillary analyses 18 Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing pre-
specified from exploravory
Harms 19 Allimportant harms orunintended effects in each group (For specific guidance see CONSORT for harms*2)
Discussion
Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses
Generalisability 21 Generalisability (externalvalidity, applicability) of the trial findings
Interpretation 22 Interpretation consistentwith 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
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ltem Description

Authors Contact details for the commesponding author

Trial design Description of the trial design (such as parallel, cluster, non-inferiority)

M ethods:
Participants Eligibility criteria for participants and the settings where the data were collected
Interventions Interventions intended for each group
Objective Specific objective or hypothesis
Qutcome Clearly defined primary outcome for this report
Randomisation How participants were allocated to interventions

Blinding (masking) Whetherparticipants, care givers, and those assessing the outcomes were blinded to
gFroup assignment

Results:
Numbers Number of participants mndomised to each group
randomised
Recruitment Trial status
Mumbers analysed Numberof participants analysedin each group
Qutcome For the primary outcome, a result foreach group and the estimated effect size and its
precision
Harms Important adverse events or side effects
Conclusions General interpretation of the results
Trial registration Registration number and name of trial register

Funding Source of funding




Analgesic Effects of Tramadol During
Panretinal Photocoagulation

Purpose: To evaluate the effectiveness of tramadol for the reduction of pain in panretinal photocoagulation (PRP).
Methods: A double-masked randomized controlled study was performed. Fifty-eight eyes in 29 patients with proliferative
diabetic retinopathy were enrolled. The eyes of the patients were randomized into two groups. Group Areceived an
empty capsule. Group B received an oral intake of 100 mg tramadol. The capsule used in Group A had the same
appearance as that used in Group B. Pain duning PRP was assessed using a visual analog scale. Vital signs,
including blood pressure and heart rate, were measured.

Results: The mean pain scores for groups Aand B were 4 80+2 10 and 3.83+1.82 (p=0.09). There were no significant
differences in the mean pain scores between the two groups. More patients in group A complained of greater pain
than moderate intensity (visual analogue scale=4). Systemic blood pressure increased significantly in group A after
laser treatment. However, there were no significant differences in the diastolic blood pressure changes between
the two groups. We found no statistical correlation in the heart rate changes.

Conclusions: We failed to prove that tramadol is effective for pain relief because of the small sample size. However,
tramadol was effective for the relief of more severe pain. It was also found to stabilize vital sign changes, such as
systolic blood pressure during PRP.

Korean J Ophthalmal 20092327 3-276 () 2009 by the Korean Ophthalmological Society:

Key Words: Pain, Panretinal photocoagulation, Tramadol
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A prospective. double mmeasked, ramdosmrmazed. case-commrolled
sthindsw was conduancted i the department of ophthalmnmeoloosy

- IData fiomnm the patients
was collect ST e eTh andd IDecember 200770 T

formed consent was obtained fromna all patients prior to thelr

participaticon. [The Ethaical Commattot et -
EeEm—————————— ., proved all methodologies. Patients
swath proliferative dhabetic retmmopathy and no previaous hastors

of PRP wern= inuclhuded. Patients werne exclhuded fircoon the sthodss
1f thew had a hastorsy of hypersensativiaty or contranrshcation
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Box 3 | Steps in atypical randomisation process

Sequence generation
* Generate allocation sequence by some random procedure

Allocation concealment
* Develop allocation concealment mechanism (such as numbered, identical bottles or
sequentially numbered, sealed, opaque envelopes)

* Prepare the allocation concealment mechanism usingthe allocation sequencefrom the
sequence generation step

Implementation

* Enrol participants:
Assess eligibility
Discussthe trial
Obtain informed consent
Enrol participant in trial

* Ascertain intervention assignment (such as opening next envelope)
» Administer intervention
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One eve from each panent was randommmzed to a treatment
group. A control group was created using the fellow eve of
same patient. Group A received an empty capsule. This cap-
sule had the same appearance as that used in group B. Group
B recerved an oral intake of low dose (100 mg) tramadol
{Tridnlt; Yuhan corporation. Seoul, Korea). The medication
was admamistered one hour prior to the panretinal photocoa-
gulation procedure.
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CONSORT Statement 2010 Flow Diagram

Assessed for eligibility (n= )

k4

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

Discontinued intervention (give reasons) (n= )

a
5]
E
E Excluded (n= )
I.E - Mot meeting inclusion criteria (n= )
+ Declined to participate (n= )
- Other reasons (n= )
Randomized (n= )
p Y ¥ h i
E Allocated to intervention (n= ) Allocated to intervention (n= )
-‘E - Received allocated intervention {(n= ) - Received allocated intervention (n= )
g . Did not receive allocated intervention (give . Did not receive allocated intervention (give
E reasons) (n= ) reasons) (n= )

¥

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

Discontinued intervention (give reasons) (n= )

Analyzed (n= )
* Excluded from analysis (give reasons) (n= )
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Analyzed (n= )
- Excluded from analysis (give reasons) (n= )




Results

Twenty-six eves from 13 patients with proliferative diabetic
retinopathy were studied. with a total of 32 cases m group
A and 24 m group B. The mean age of the patients was
52 90=8 08 vears, with a range of 34 to 72 vears. All of the
patients had type 1l diabetes. The duration of diabetes ustory
ranged from 1 to 20 years, with a mean of 11.1946.16 years.
Thurteen patients had a hastory of hypertension and were
takang oral systemmc ant-hypertension drugs. Histonies of other
ocular diseases were not reported. except for refractive emrors.

There were no significant differences in the mean pain
scores between the two treatment groups. The mean pain
scores for group A and B were 480£220 and 3832182
(p=0.09) (Table 1). In group A. 22 of 32 (68.7%) patients
felt more severe pamn (VAS=4), as compared fo the placebo
group. In group B, 9 of 24 (37.3%) patients felt more severe
pamn, as compared to the placebo group (Table 2). Pamn
score results for the retinal areas where the laser was ap-
plied are summarized on Table 3.
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Extension of CONSORT

» Cluster trials

» Non-inferiority and equivalence trials

» Herbal medicinal interventions

» Non-pharmacological treatment interventions

» Harms
» Abstracts

.



http://www.consort-statement.org/extensions/designs/cluster-trials/
http://www.consort-statement.org/extensions/designs/non-inferiority-and-equivalence-trials/
http://www.consort-statement.org/extensions/designs/non-inferiority-and-equivalence-trials/
http://www.consort-statement.org/extensions/designs/non-inferiority-and-equivalence-trials/
http://www.consort-statement.org/extensions/interventions/herbal-medicinal-interventions/
http://www.consort-statement.org/extensions/interventions/non-pharmacologic-treatment-interventions/
http://www.consort-statement.org/extensions/interventions/non-pharmacologic-treatment-interventions/
http://www.consort-statement.org/extensions/interventions/non-pharmacologic-treatment-interventions/
http://www.consort-statement.org/extensions/data/harms/
http://www.consort-statement.org/extensions/data/abstracts/

CONSORT M= H|

Table 2. Quality of Reports of Randomized Trials, Using an Assessment Tool, for Articles Published in BAMJ, JAMA, The Lancet, and
The New England Journal of Medicine (NEJM) During the First Half of 1994 and 1998*

Dropouts/ Unclear Allocation
Randomization Double-blinding Withdrawals Total Concealment
Total No. | 10 I 10 I
of ltems 1994, 1998, 1994, 1998, 1998, % 1994, 1998, 1998, %
1 Mean Change Mean Change 1994, Change Mean Change 1994, Change
Journal 1994 1998 (SD) (95% Cl) (SD) (95% CI) % (95% CI) (SD) (95% CI) % (95% CI)
BMJ 14 20 1104 O 4(0.04 10 0.8 O 206 01(-04100.5) 71 -6(-40t028)2.1(0.9) O 4(-0.31t01.2) 79 -29(-62t04)
JAMA 29 20 1306 01(-03tc04) 09(0.8) 0.2(-03100.8) 76 (-21 10 29) 3. O[ 0) 4(-0.3101.0) 59 -14(-431t016)
Lancet 28 37 1.2(04) 04011006t 06( 8) 03(-02t00.7) 96 1(-8to10) 2.8(0.9) TOAt01.2F 54 -24(-48t0 1)
Total 7177 1205 03011004t 06(0.8) 0.2(-01100.4) 83 (111013} 2 7(1.0) 4011008§ 61 -22(-381t0-6)|
Adopters
NEJIM 26 37 1.4(0.5) 002(-02t003) 08(1.0) 0.3(-04100.5) 92 -6(-21t010)3.1(1.0) -0.01(-061t00.5) 69 -8(-33t017)
comparator

#Cl indicates confidence interval.
TP=.05 (2-sided).

IF =.01 (2-sided).

&F = .02 (2-sided).

[P = .008 (2-sided).

- JAMA 2005 -
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» KoreaMed 2005
» & 125H
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- Random sequence implementation (0%)
- estimated effect size and its precision (0%)
- sample size determination (8.9%)
- method of random sequence generation (7.3%)
- allocation concealment (3.2%)
- participant flow (4.8%)
> any other analysis (7.3%)

- generalizability of the trial findings (0.8%)
- KJFM 2008 -
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METHODS
FParticinants

The study population: The inclusion and exdusion

criteriz, setting and locations where datz  wers
coflected,

A BEe HAY BE AL 0 W
Je0] Ry,

Partiipant sampling: Was the study population a
consecutive seres of participants gefined by the

selection critera in ftern 3 and 47 & not, specify
how participants were further selected,

3 WA 2F0| consecutive VA
2ol wE Jlg0] EAEUL,

Data coffection: Was data oolfection  planned
before the index test and reference standard
were perorned  (prospective  studyl or after
(retrospective study )?
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- methods for calculating test reproducibility of the

index test (16% vs 35%)

- distribution of the severity of disease and other
diagnoses (23% vs 53%)

- estimates of variability of diagnostic accuracy
between subgroups (39% vs 60%)

- a flow diagram (2% vs 12%)
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STROBE Statement

STrengthening the Reporting of OBservational studies in
Epidemiology

STROBE checklist, version 4 (as published in Oct / Nov
2007)

STROBE checklist for cohort, case-control, and pdf download Word

cross-sectional studies (combined) download
Checklist for cohort studies Sgiuiﬁgmad Word
Checklist for case-control studies Sgiﬁﬂggmad Word
Checklist for cross-sectional studies ggivi?;;glﬂad Word

Please, comment by contacting the STROBE Initiative.
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Itern

N Recommendation

Title mund alistrmet 1 L) Indiicatre the study s dessgmn wath a conmmeonly used temm i the mtle or the absiract
L5 Provedes in the abstract sam anformatirees and balancesd saammary of what was done
and wihat vens fosncd

Dawt sl vnc THo s

BEackzrowmid matcrssles 2 Explain the scientnfic backsroand and ranonale for the invesngsatnnon being report=cd

Ohjectives 3 State specific objectives, inchading sy poespecified hyvpotheses

MAletlimds

Smady design 4 Fresent kew elements of stndy design carly 1o the paper

Setting =] Describe the sethmz,. locanons, and relsvant dates, anclhading periods of recmatment.
exjrosiare,. Follorswr—ugs, and cdats colleciaoa

Faamncypanits & o) Cafrart sinady—"miwve the chialalaty crtena, aind che soasaces and mmethhods of
seleciron of participants. Describe methods of follow-—ap
Casa-canirod st v— e the clagibality ortemia. aond the sources and methoeds of
case ascortnimmnsnt and control selection. Give the ratonals for thee cholce of cases
and controls
Cross-sectional sfear—ATnve the shpibalsty cotena,. and the sources and methods of
welectron of partacrpants
{80 Cafiart sinady—For amearched stpdees. mive anarching crniteria and somaaber of
exprosed and wmaescpeem s e
Coasa-conirod sruchi—DT F or matched studies, gove matchong criteria and e naomber of
coduirols per case

Variables r Cl=arly defimve all cutcomess,. exposurss, predctors, potental confonmndsrs, and =ffect
arroclifiers . Ghave daasnostic critena, i apgplicable

[ata coaimces == Feoqa each variable of mmrerecr. grve songces of dara and dethals of taerthods of

L= S S LT ek Aassecsyment (mmeasnrsmens). Desembe comparabilree of assesormernnt methods 1f thers
1z more than one sroasp

Famxs k2] Deseribe anmy effoses to adidress potendal sowrces of baas

Shudy suzme 10 Explain how the stody size was asrived air

Crusmntanye vanables 11 Explain how guanttane vanables were handled m the amalyses. IFf applicalble,
decscribe which groupings were chosen azacd whw

Srartistucal e thuods 12 (1) Descrnbe all stanstical arethods, anchadonngg theose wsed o ooaatral foo confouscdings

L5 Diescnibe any meethods weed 1o examine subgrowsps and interacticns

(o Explam how massang dats were adodressed

Lo Cofrort sinahy—If applicable, explain how loss o follow-up was addressod
Casa-caonirad srudtv—1IF applicable. explain how meatching of casecs and condrols wras
addressed

Cross-sectieonal siuv—If applicalkles. descriles amalvtical msithods saking acoount of
saanpling stratemy

(e} Describe any sensatavity amealyses
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PRISMA

» 20095 QUOROM Statement update

» Preferred Reporting ltems of Systematic
reviews and Meta-Analyses
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Section/topic # Checklistitem et |
on page #

TITLE » +
Title # 14 Identify the report as a systematic review, meta-analysis, orboth. ¢ a 1
ABSTRACT ~ #
Structured summary ¢ 24 Provide a structured summary including, as applicable: background; objectives; data sources; study eligibility critenia, | » +

participants, and interventions; study appraisal and synthesis methods; results; limitations; conclusions and
implications of key findings; systematic review registration number. +

INTRODUCTION » 4

Rationale « 34 Describe the rationale forthe review in the context of what is already known. ¢ e 1

Objectives ¢ 44 Provide an explicit statement of questions being addressed with reference to participants, interventions, comparisons, | o .
outcomes, and study design (PICOS). ¢

METHODS » #

Protocol and registration « 54 Indicate if a review protocol exists, if and where it can be accessed (e.g., Web address), and, if available, provide a
registration information including registration number. #

Eligibility criteria + 6+ Specify study characteristics (e.g., PICOS, length of follow-up) and report characteristics (e.g., years considered, 8
language, publication status) used as criteria for eligibility, giving rationale. «

Information sources # 74 Describe all information sources (e.g., databases with dates of coverage, contact with study authors to identify o .
additional studies) inthe search and date last searched. «

Search # 84 Present full electronic search strateqy for at least one database, including any limits used, such that it could be g ‘
repeated. #

Study selection ¢ 94 State the process for selecting studies (i.e., screening, eligibility, included in systematic review, and, if applicable, a
included inthe meta-analysis). +

Data collection process + 10+ Describe method of data extraction from reports (e.g., piloted forms, independently, in duplicate) and any processes | 1
for obtaining and confirming data from investigators. ¢

Dataitems ¢ 114 List and define all variables forwhich datawere sought (e.g., PICOS, funding sources) and any assumptions and o .
simplifications made.

Risk of bias in individual 124 Descnbe methods used for assessing risk of bias of individual studies (including specification of whether this was 2 ‘

studies # done at the study or outcome level), and how this information is to be used in any data synthesis. «

3

Summary measures ¢ 134 State the principal summary measures (e.q., risk ratio, difference in means). + o

Synthesis of results « 144 Describe the methods of handling data and combining results of studies, if done, including measures of consistency | »
(e.g., 14 foreach meta-analysis. «
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Reported
onpage #

Section/topic # Checklistitem

Risk of bias across studies ¢ | 154 Specify any assessment of risk of bias that may affect the cumulative evidence (e.g., publication bias, selective 8
reporting within studies). +
Additional analyses « 164 Describe methods of additional analyses (e.g., sensitivity or subgroup analyses, meta-regression), if done, indicating |
which were pre-specified. ¢
RESULTS ~ ¢
Study selection ¢ 174 Give numbers of studies screened, assessed foreligibility, and included in the review, with reasons forexclusions at | »
each stage, ideally with a flow diagram. «
Study charactenstics ¢ 184 Foreach study, present charactenstics forwhich data were extracted (e.g., study size, PICOS, follow-up period)and | »
provide the citations. ¢
Risk of bias within studies # | 134 Present data on risk of bias of each study and, if available, any outcome level assessment (see item 12). ¢ 8
Results of individual studies #| 204 Forall outcomes considered (benefits or harms), present, for each study: (a) simple summary data for each 8
intervention group (b) effect estimates and confidence intervals, ideally with a forest plot. ¢
Synthesis of results ¢ 214 Present results of each meta-analysis done, including confidence intervals and measures of consistency. ¢ 8
Risk of bias across studies ¢ | 224 Present results of any assessment of risk of bias across studies (see ltem 13). # 8
Additional analysis © 234 Give results of additional analyses, if done (e.g., sensitivity or subgroup analyses, meta-regression [see ltem 16]). # | »
DISCUSSION + ¢
summary of evidence ¢ 244 Summanze the main findings including the strength of evidence for each main outcome; considertheir relevance to | »
key groups (e.q., healthcare providers, users, and policy makers). ¢
Limitations + 254 Discuss limitations at study and outcome level (e.q., nisk of bias), and at review-level (e.q., incomplete retrieval of 8
identified research, reporting bias). ¢
Conclusions ¢ 26+ Provide a general interpretation of the results in the context of other evidence, and implications for future research. « | »
FUNDING # ¢
Funding ¢ 274 Describe sources of funding forthe systematic review and other support (e.g., supply of data); role of funders forthe |

systematic review. +




# of records identified through # of additional records identified
database searching through other sources

Identification

w w
# of records after duplicates removed
T+ ]
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=
[aF]
L2k
= v
W
# of records screened L # of records excluded
L 4
# of full-text articles # of full-text articles
-
= assessed for eligibility excluded, with reasons
=
L
L
L 4
-— # of studies included in
qualitative synthesis
- L 4
Lokl
= # of studies included in
- quantitative synthesis
(meta-analysis)
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FReporting of Bechground should inclhudea
Froblerm defimmiom
Hypathasis statament
Description of study outoomea(s)
Twpe of exposure or rmtervention usad
T of study designs usad
Stuchy o paulation
Beporting of search stratedy should inciude
Clumbficaticns of searchears (eg, ibrarans ad inmestigators)
Search strategy. inchudimg time period nchsded im the synthesis and keywords
Effort to include al available studies, inclsding contact wwith authors
Dwatabases and reqistries searched
Search software used, narmea and version, including specal features used (&g, explosion)
Usa of harnd ssarchireg (g, rafarence isis of oabtainsd artichkes)
List of citlations located and those excluded, ndcluding jusiification
Method of addrassing artickes pubksheaed in languages othars tham English
Medinod of handeng abetracts and empubdizhed stuedies
Description of amy contact with aulhors
Reporting of meithods should incihuds
Description of relevance or approprigteness of studes assemided for asassaing the hrypothesis
o b= tested
Raticnale for the selection and Soding of data (eg. @ound dirncal prnciplas or Cormenieance)
Cecurmandation of howe data were cliassified and coded =g, mulliple raters. Blnding, and
interrater reliability)
Agsazermant of confounding 2g, comparabiity of cases and comrols in studies whare
apropriatae)
Assassmeant Of stuch quality, nchoedineg blnding of Quality assessors: stratdficalson Or egreassiosn
on possible predsctors of stuchy esults
Acsassrment Of helarogernaity
Description of statistical metihods (eg, complete dascripton of fiked or random effects models,
Justification of whather the chosen modsEls account for praedictors of study resulls,
dosa-rasponse madeds, or cumuiatoes mMata-anahmsis) in sauffickent cdetail to be replicated
Pronasion of appeograts tables and graphiecs
Reparting of resulte shouwld include
Graphic swemmmarzing mdnadual stocy estimatas and ovarall estirmate
Taodae grang descriptve information for each study incluced
Results of sensiivity tasting (e, sulgrouD analyses)
Inclication of statistical unosrtainky of fincdmgs
Reporting of discusssan shoukd inciucks
Clheamitative assessment of hias (eg. pubication bias)
Jdustification for exclusson ea, exclusion of norn—English-language Citations)
Acsasarmend of quality of nchuded studias
Reporting of conclusions should include
Consdaraton of altermative explanations for obsarved results
Ganeralzaton of the conclusaons (B, appropoiate for the data presented and wasthin the dormasn
of thea Iileralure rendeny]
Gusdadines for future resaarch
Cezclosure of funding socwrce
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TREND checklist

TABLE 1-The TREND Checklist (Version 1.0)

Paper Section,Topic  ftem No. Desceriptor Examples From HIV Behavioral Prevention Research
Title and abstract 1 = Infarmation on how units were allocated to interventions Example (title): A nonrandomized trial of a clinic-basad HIV counseling intervention
» Structured abstract recommendad for Mrican American female drug users
« Information on target population or study saniple
Introduction = Scientific background and explanation of rationale
Background 2 = Theorles used In deslgning behavioral Interventlons Example {theory used): the community-basad AIDS intervention was based on sodal
leaming theary
Methods
Participants 3 « Higibility criteria for participants, including criterka at different
lewels In recruftment /sampling plan (e.g., ctles, dinles, subjects)
= Method of recruitment (e.g,, referral, seff-salection), including the Example (sampling method): using an alphanumeric sorted list of pessible venues
sampling method if 3 systematic sampling plan was implementad and times for identifving eligible subjects, every tenth venue-time unit was
selected forthe location and timing of recruitment
 Recrultment setting Examples {mcruitment satting): subjects were approached by peer opinion leaders
= Settings and locations where the data were coll ected during conversations at gay bars
Interventions 4 = [etails of the intervertions 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 dellvery: how were subjects grouped durlng delivery? Example {unit of delivery): the intervention was deliversd to small groups of 5-8 subjects
Deliverer: who delivered the intervention?
Sefilng: where was the Intervention dellvered? Examples {sstting): the intervention was delivered inthe bars; the intervention was

delivered in the waiting rooms of sexually transmitted disease clinics
Exposure quantity and duration: how many sessions ar episodes or Examples {exposure quantity and duration): the intervention was delivered in five

events were intended to be delivered? How long wer they 1-hour sessions; the intervention consisted of standard HIV counsaling and
intended to last? testing {pretest and posttest counseling sessions, each about 30 minutes)
Time span: how long was it intended to take to deliver the intervention  Examples (time span): each intervention session was to be delivered (in five 1-hour
to each unit? sessions) once a week for 5 weeks; the intervention was ta be delivered over a
1-month pericd.

Activities to Increase compllance or adherence (e.g., Incentives) Example (activities to increase compliance or adherence): bus tokens and food
stamps were provided
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