Making sense of reporting
guidelines

Iveta Simera

nnnnnnn EASE conference, Split, June 2014 ’_E%_{



¥ STurFT0 B
S o s :

eI TYLENBL-(4rARE)

v JuimGo-Loo otk

V- QFifs-

v~ FishTank—Filren:

* 5 F-QicTURE-FRAMES

V- WHRDEX"

“ LigHT BULR S

- WRAPPiJo, PAPER
-A CAR @Q@

g e CI U q TO E http://www.theanimatedwoman.com/2011/03/shopping-list.html
nNetTwor




Reporting guidelines

e '‘Reminders’ of scientific content

- Methodology

— Clinical / Research related focus

network




Reporting guidelines (RGs)

e Focus on scientific content of the article

e Definition:

— Specify a minimum set of items required for a clear and
transparent account of what was done and what was found
in a research study, reflecting in particular issues that
might introduce bias into the research

- Form: structured advice, often as a checklist (perhaps also
a flow diagram)

e Most internationally accepted RGs
— Based on evidence

— Consensus of relevant stakeholders (multidisciplinary
group)
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Typical research (designs)

syublished by journals

e Randomised trials

e Cohort studies
e Cross-sectional studies
e Case-control studies

e Case reports
e Qualitative research

e Research synthesis
(systematic reviews)

network




Typical research (designs)

syublished by journals

e Randomised trials ) CONSORT

e Cohort studies
e Cross-sectional studies STROBE
e Case-control studies

e Case reports —=> CARE

Study reporting framework

e Qualitative research ") COREQ

e Research synthesis :> PRISMA
(systematic reviews) ENTREQ
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Reporting RCTs - CONSORT

CONSORT 2010 Checklist www.consort-statement
TITLE & ABSTRACT 1a | Identification as a randomised frial in the titke
1b | Structured summary of iral design, methods, results, and conclusions (for
specific guidance see CONSORT for abstracts)
INTRODUCTION
Background and 2a | Scientific background and explanation of rationale
abjectives ob | Specific objectives or hypotheses
METHODS
Trial design Aa Eﬁﬂ-ﬂr‘ipﬁﬂl‘l of trial design (such as parallel, factoral) including allocation
o
Jb Important changes to methods after trial commencement (such as eligilility
criteria), with reasons
Participants 4a | Eligibility criteria for participants
db | Settings and locations where the data were collected
Interventicns 5 The interventicns fior each group with sufficient details to allow replication,
including how and when they were actually administered
COutcomes Ga | Completely defined pre-specified primary and secondary outcome
measurez, including how and when they were assessed
Bb | Any changes to trial outcomes after the trial commenced, with reasons
Sample size 7a | How sample size was determined
Tb | When applicable, explanation of any interim analyses and stopping
guidelines
Fandomization
Sequence generation ga | Method used to generate the random allocation sequence
ab T.1,.r|:uei1 of randomisation; details of any restriction (zuch as blocking and block
gize
g Allocation 9 Mechanizm used to implement the random allocation seguence (such as
mn;ealn‘rent | :_a_ﬂquenﬁalhr num_l_:[gg:l mn’_:_ainers:l, d&m.:ri_taing any steps taken to conceal
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CONSORT 2010 Flow Diagram

Enrollment

Aszzeszed for eligibility (n= )

Exgluded.(r= )

+ Mot meeting indusion eiteda (= )

+« Dedined to partidpate (n= )
+ Otherreazonsi(n= 1

Randomized (n=))

Allocation
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Allacated to intervention (= 1

+ Fecaived allocated intervention (n= 7

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

I.l'l"."I:lCEtEd to intervention (= 0
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Follow-Up
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Analvsis

fndlyzed (= )

« Excluded from analysis (give reasonsi(n= 1




Reporting RCTs - CONSORT

e Revised checklist
e Short paper

Guidelines and Guidance

Reporting Parallel Group Randomised Trials
Kenneth F. Schulz'¥, Douglas G. Altman®, David Moher?, for the CONSORT Group’
Mediane, Universty of Otwa, (ttawa, Canady

) ) ) ) researchers in designing their trial
Randomied controlled trids, when approprisely designed,

conducted, and reported, represent the gold standard in evahiating Background to CONSORT
. X - . . L 4]

CONSORT 2010 Statement: Updated Guidelines for

OPEN & ACCESS Freely available anline PLOS mepicine

1 Family Health intermational, Aeseasch Triangle Park, Morth Carolina, Unted $otes of Amenca, 2Centm for Statisticsin Medicine, University of Onford, Wokian College,
ndard, Unied Kingdam, 30%awa Methads Centre, Clinical Fpidemiclogy Frogmm, (itaws Hospial fieseasch instiute, Depariment of Epidemiclagy and Cammuniy

Introduction indirect god of our work, Moreower, CONSORT can help

Unis

(published in 9 journals) |3 e R A

e Revised (and expanded)

authil
comy

ataten)
1

explanatory paper (E&E

I I R £SEARCH Open Access

CONSORT 2010 Statement: updated guidelines
for reporting parallel group randomised trials

BMC Medicine

home | journals A-Z | subject areas | advanced search | authors | reviewers | libraries | about | my BioMed Central

Journal of
Clinical
Epidemiology

o N
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ORIGINAL ARTICLE

CONSORT 2010 Explanation and Elaboration: updated guidelines
for reporting parallel group randomised trials

David Moher™*, Sally Hopewellh. Kenneth F. Schulz®, Victor Montori?, Peter C. Ggtzsche®,
P.J. Devereaux', Diana Elbourne®, Matthias Eggerh. Douglas G. Altman”

hgrwa Methods Centre, Clinical Epidemislsgy Program, Omawa Hespisal Research Instinge, Ottawa Hospiral Osawa, Ongaris, Canada, K 1H 815
“Cenire for Staigics in Medicine, University of Odford, Wolfson Collepe, O
“Family Healh International, Kesearch Triangle Park, NC 27709 USA

UK K nowledpe and Encounter Rexearch Unit, Mayo Clinie, Rocheser, MN, USA

“The Mondic Cochrane Centre, Rigrhospinles, Blegpdanwej 8 Copenhayen, Denmark
‘McMater Liniversity Health Science s Centre, Hamilien, Cemada
"Medical Statistics Unit London School of Hygiene and Tropical Medicine, London
B ntine of Socinl and Preventive Medicine (15PM), Unive ity of Bern, Switzerkond
Accepled § Februsry 20010

) I E—
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Published: 24 March 2010

Abstract

The CONSORT statement is used worldwide to improve the reporting of randomised controlled trials.
Kenneth Schulz and colleagues describe the latest version, CONSORT 2010, which updates the
reporting guideline based on new methodological evidence and accumulating experience.

To encourage dissemination of the CONSORT 2010 Statement, this article is freely accessible on
bmj.com and will also be published in the Lancet, Obstetrics and Gynecology, PLoS Medicine, Annals
of Internal Medicine, Open Medicine, Journal of Clinical Epidemioclogy, BMC Medicine, and Trials.

Fth
psed on

porting all
the most
sed, two
|as cluster
iire vary-
NSORT
er CON-




Types of studies by research

questions / focus

e Treatment evaluations - RCTs
e Disease aetiology, harms, .. - Observational studies

e Prognostic studies

e Diagnostic studies

e EXxperiences, views, .. — Qualitative studies
e Quality improvement studies

e Economic evaluations

e Patients’ involvement in research
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Types of studies by research

questions / focus

Generic guideline for each of these types of studies:

e Treatment evaluations — RCTs CONSORT

e Disease aetiology, harms, .. - Observational studies
STROBE

e Prognostic studies [ TRIPOD|

e Diagnostic studies STARD

e Experiences, .. — Qualitative studies COREQ

e Quality improvement studies SQUIRE

e Economic evaluations CHEERS

e Patients’ involvement in research GRIPP
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More specific guidelines

RCT - Study report
Protocol CONSORT

SPIRIT Abstracts

CONSORT for abstracts
/-. C O N S O RT TRANSPARENT REPORTING of TRIALS -:-CZ'—EH'IZ:Zh

CONSORT 2010

Harms
CONSORT for harms

Home

Extensions Downloads

Examples

Resources

Specific trial design
CONSORT Clusters

Designs Interventions Data

Cluster Trials Herbal Medicinal

Interventions

CONSORT-Pro

Non-Inferiority and
Equivalence Trials

Non-Pharmacologic
Treatment Interventions

Harms

Pragmatic Trials

Acupuncture Interventions

Abstracts

Content specific (medical area)

Trials in Asthma
Trials in AML
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Best place to find reporting

guidelines
g equad tor Enhancing the QUAIity and Vist the EQUATOR

hetwork Transparency Of health Research Spanish Website

m Library Toolkits Courses & events News Blog Aboutus Contact

The resource centre for good reporting of health research studies

Library for health Key reporting

research reporting guidelines
The Library contains a comprehensive searchable CONSORT Full Record | Checklist | Flow Diagram
database of reporting guidelines and also links to other STROBE  Full Record | Checklist
resources relevant to research reporting. PRISMA  Full Record | Checklist | Flow Diagram
STARD Full Record | Checklist | Flow Diagram
Search for reporting COREQ  FullRecord
«’ guidelines ENTREQ  Full Record
SQUIRE Full Record | Checklist
g Visit the library for CARE Full Record | Checklist
ALLS IS SAMPL Full Record
SPIRIT Full Record | Checklist
Toolkits EQUATOR highlights
The EQUATOR Network works to 23/05/2014 - AllTrials video — make clinical trials count EQUATOR is recruiting
improve the reliability and value of AllTrials.net have produced a new video highlighting the issue of 2/06/2014
medical research literature by non-publication of clinical trial results. Read More Journals must adopt high methodological
promoting transparent and accurate standards
reporting of research studies. 16/04/2014 - The STROBE Statement webinar recording now 28/05/2014
available I :
- Scientific meeting and EQUATOR Annual
Our Toolkits support different user The recording of the EQUATOR — PAHO March 2014 webinar on the Lecture 2014
groups, including: STROBE Statement Read More 22/05/2014
o Authors 17103/2014 - Scientific meeting and the EQUATOR Annual W
\J , T G 2] TESEITEES T Lecture 2014, 16 May 2014, Paris, France
& . . . .

. authors _ | EQUATOR Metwork Newsletter April 2014




EQUATOR Network

Enhancing the QUAIity and Transparency Of health Research

e Launched in June 2008

e EQUATOR Network is an international initiative set up to
improve reliability and value of medical research literature
by promoting good research reporting:

- A t T T
Clear | NOTICE-PUBLIC BAR |
- Transparent | OUR PUBLIC BAR IS PRESENTLY |
- Complete | NOT OPEN BECAUSE IT IS |

| CLOSED. MANAGER |
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EQUATOR focus

e Provision of resources
e Education and training

e Research, evaluation, development
e Collaboration, global expansion

e Builds on and advances the work of CONSORT and other
guidelines groups

— Programme focus is more on RG implementation (rather than
their development) to support better publication of research
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EQUATOR Library

- . EXY
Library for health research reporting u Key reporting guidelines
The Library for health research reporting provides an up-to-date collection of guidelines and policy

documents related to health research reporting. These are aimed mainly at authors of research articles, CONSORT Full Record | Checklist | Flow Diagram
journal editors, peer reviewers and reporting guideline developers. STROBE  Full Record | Checklist

PRISMA Full Record | Checklist | Flow Diagram
STARD Full Record | Checklist | Flow Diagram
Search for reporting guidelines COREQ Full Record

ENTREQ Full Record

SQUIRE Full Record | Checklist

CARE Full Record | Checklist

SAMPL Full Record

SPIRIT Full Record | Checklist

Reporting guidelines under development

Translations of reporting guidelines

Guidance on scientific writing Translations

Some reporting guidelines are also available in

Guidance developed by editorial groups languages other than English. Find out more in
our Translations section.

Research funders’ guidance on reporting requirements
About the Library

Industry sponsored research — additional guidance For information about Library scope and content,
identification of reporting guidelines and

inclusion/exclusion criteria please visit About the
Research ethics, publication ethics and good practice guidelines Library.

Visit our Help page for information about searching
for reporting guidelines and for general information
about using our website.

Links

e
e
e
e
e
e
e
e
e
e

About the Library
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EQUATOR toolkits

Courses & events News Blog Aboutus

Home Library RRILILGES
Home = Toolkts Editors of research publications

Toolkits

The following resources will help wou to produce high guality research publications:
ed in our|

« [eveloping journal's paolicies on research reporting
= Guidance for peer reviewers

for groups

s Doyou want to write an editorial about EQUATOR?
« What can | do to support the EQUATOR Network's effort

Authors

, Inforrnation and resources for authors
Developing journal’s policies on research reporting

To help editors with selecting appropriate reporting guidelines to improve
the accuracy and completeness of the research they publish, the

OO Inforrnation and resources for editors and peer reviewerd  EQUATOR Metwork has prepared a brief outling of the steps and issues editors might consider when introducing these
guidelines into their journals:

Editors

« How to implement repaorting guidelines in your journal: guidance from EQUATOR

Developers } ] } o . .
s Simera | Repording guidelines: & tool to increase completeness transparency, and value of health research published
‘ | ‘ Infarmation and resaurces for guideling developers inyour journal. Chapter 5.6 (in proof) in Smart P, Maisonneuve H. and Polderman A, (eds) Science Editors' Handbook
European Association of Science Editors. waww ease org.uk.

Wb varians The following guidance from our Library will be useful for developing or updating journals' policies and instructions on

research reporting:
Information and resources for librarians

* Suidelines developed by influential editorial groups WAKE, ICKWMIE, COPE, etc.)
« Research ethics, publication ethics and good practice guidelines

Teachers * Publishers’ policies on publication ethics

- « Reporting guidelings

Information and resources for teachers

A

Other useful resources:

s Case studies: How journals implement reparting guidelines
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Smart P, Maisonneuve H. and Polderman A. (eds) Science Editors” Handbook
European Association of Science Editors. www.ease.org.uk
5.6: Reporting guidelines: a tool to increase completeness
0. hep gd : P ’
- .
transparency, and value of healthpecasrch nuhblichad in
: Guidelines for reporting health research:
your journal porting he : @ equator
How to promote their use in your journal sl
Iveta Simera
EQUATOR Network, Centre for Statistics in Medicine, Oxford, U Written by the EQUATOR Network Group; updated August 2013
Key points:
Reporting guidelines help to improve the accuracy, transparency and completeness of health research
publications and increase the value of published ressarch
o ] , . Box 1
Authors, editors and publishers all have ethical ) ) ) i i )
L . . resea BEOUATOR providesfree online resources in English at waww. equatar -network.org and in Spanish at
obligations with regard to the publication of the results . . . . . o
wsearch. Authors have a dutv to make publicly the d wwrw.espanol.equator-network.org including a comprehensive collection of reparting guidelines for
af r.tsmn’ 1. ) Y P s al) health research studies
available the results of their research on human
subjects and are accountable for the completeness Nd EQUATOR recommends that editors explore the available reparting guidelines; select well developed
and accuracy of their reports. They should adhere st guidelines appropriate for the reporting of research studies published by their journal; ask authorsto
to accepted guidelines for ethical reporting. Negative adhereto these guidelines and ask peer reviewersto use them when assessing manuscripts
and inconclusive as well as positive results should be *
published or otherwise made publicly available. Sources In
of funding, institutional affiliations and conflicts of In this document you will find information on:
. . . . .
interest should be declared in the Pubfffﬂtmﬂ- R?Pﬂﬁs »  Howyour journal an support better reporting of health research
of research not in accordance with the principles of this = Howtointroduce reparting guidelines into yaur journal
Declaration should not be accepted for publication. . »  Howto salect reporting guidelinesfor your journal
Declaration of Helsinki - Ethical principles for medical *  Howand where to use reporting guidelines in a journal
rese_arch (“W.wma.11elfen.:"3[}publlcat|0115,-’]Opohaesj . e Howto refertothe EQUATOR Metwork and reporting guidelines in your Instructions to Authors and
b3/index.html) Instructions far Peer Reviewers
Se e Howto desaibe the EQUATOR Metwaork; text that might be inserted into your Instructions tao
Back d Authors; examples of how some journals encourage the use of reporting guidelines and refer to
ac gl"ﬂfl.ll'l ) ) * EQUATOR
Substantial  evidence  continues to  accumulate .
demonslratm_g serious deficiencies in the reporting of Introduction
research studies. The health research literature has become M ) o ) - S
.. . , . Although the ultimate responsibility for the design, condudt and accurate publication of research studies lies with the
the most scrutinised area due to the rapid expansion in the . N . ' o
i . A i i researchers, editors "should take all reasonable steps to ensure the quality of the material they publish™{1).
dE:\-’ElOlelEI‘It ot5y§temat1c reviewsand t]‘lE‘ d‘lrftt 11npact the Guidelinesfor reparting health research are important tools to fadlitate this task. They spedfy a minimum set of items
results of such reviews can have on patients’ care. However, neaded for acomplete and clear account of study methods and subsequent findings. Adherence to reporting
other fields, for exa_mple the veterinar].! sciences, are quick]y guidelines improves the acairacy and transparency of publications (2-5). Examples of the mast frequently used
catching up, indicating that reporting deficiencies may be . reparting guidelines include:
a pmblem across the sciences. Box 1 high“ghts the kev CONSORT Statement for reporting randomised controlled trials (R CTs) (6]

_ PRISMA Statement for reporting systematic reviews and meta-analyses evaluating health care
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CONSORT guidelines included in joumal’s instructions to authors, with active implementation policy (Annals of Internal Medicine, Lancet)
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CONSORT guidelines not mentioned in journal’s instructions to authors (JAMA, New England fournal of Medicine)
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Abstracts guidelines implemented in January 2008 for each journal category. Circles=actual values; straight lines=regression
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Questions ?

www.equator-network.org
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