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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)

network




“"Hierarchy” of reporting guidelines
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“"Hierarchy” of reporting guidelines
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Different focus of RG (1)

e STUDY DESIGN / METHODOLOGY

e Generally applicable, key methodology
features, no details specific to diseases,
etc.

e Generic framework for reporting key
aspects of:
— Main study designs / types (generic guidelines)

— More specialised designs

- Specific methods, evaluations, analyses
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Examples: main study design
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Guidelines and Guidance

PLOS meoicine

CONSORT 2010 Statement: Updated Guidelines for
Reporting Parallel Group Randomised Trials

Kenneth F. Schulz'*, Douglas G. Altman?, David Moher®, for the CONSORT Group’

1 Family Health International, Research Triangle Park, Morth Caroling, United States of America, 2 Centre fior Statistics im Medicine, University of Oxford, Walfson College,
Oxford, United Kingdom, 3 Ottawa Methods Centre, Clinical Epidemiclogy Program, Ottawa Hospital Research Institute, Department of Epidemiobogy and Community

Medicine, University of Ottawa, Ottawa, Canada

Introduction

Fandomised controlled trials, when appropriately designed,
conducted, and reported, represent the gold standard in evaluating
healthcare nterventions, However, randomised irials can yield
bissed resulis if they lack methodological rigour [1]. To assess a
trial accurately, readers of a published report need complete, clear,
amnd transparent information on its methodology and findings.
Unfortunately, attempted  assessments frequently  Fail  becaose
authors of many trial reports neglect to provide hcid and
complete descriptions of that critical information [2,5.4].

That lack of adequate reporting felled the development of the
original CONSORT (Consolidated Standards of Reporting Triak)
staternent in 14 [5] and its revision fve vears later [6,7.8]. While
those statements  improved the reporting quality  for some
randomised controlled trials [5,10], many trial reports still remain
nadequate [2]. Furthermore, new methodological evidence and
additional experience has accumulated since the last revision in
2. Consequently, we organised a CONSORT Group meeting
to update the 200 statement [6,7.0]. We introduce here the result
of that process, CONSORT 2010,

Intent of CONSORT 2010

The CONSORT 2000 Statement is thi paper including the 25

indirect goal of ouwr work., Moreover, CONSORT can help
researchers in designing their trial.

Background to CONSORT

Efforts to improve the reporting of randomised comtrolled trials
accelerated in the mid- 1595Hs, spurred partly by methodological
research, Researchers had shown for many years that authors
reported such trials poorly, and empirical evidence began 1o
accumulate that some poorly conducted or poorly reported aspects
of triak were associated with hias [14] Two initiatives aimed at
developing reporting guidelines culminated in one of us (DM and
DPrummond Rennie organising the first CONSORT staternent in

Citation: Schulz KF, Altman DG, Moher D, COMSORT Group {2010) CONSORT
20M0 Statement: Updated Guidelines for Reporting Parallel Group Random sed
Triak. PLoS Med 7{3): e1MHE5 1. doit1@1371/ journalpmed 1 000251
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Examples: specialised design
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RESEARCH METHODS & REPORTING

Consort 2010 statement: extension to cluster

randomised trials

The Consolidated Standards of Reporting Trials (CONSORT) statement was developed to improve
the reporting of randomised controlled trials. It was initially published in 1996 and focused on the
reporting of parallel group randomised controlled trials. The statement was revised in 2001, with a
furtherupdate in 2010 A separate CONSORT statement for the reporting of abstracts was published
in 2008, In earlier papers we considered the implications of the 2001 version of the CONSORT
statement far the reparting of cluster randomised trial. In this paperwe provide updated and extended
guidance, based on the 2010version of the CONSORT statement and the 2008 COMSORT statement
for the reporting of abstracts.

Marion K Campbell direcfor', Gilda Piaggio fonorary professaor®, Diana R Elbourne professor of
healthcare evaluation”, Douglas G Altman directar’, for the CONSORT Group

'Hzalth Benvicos RBoscarch Unit, University of ARcrocon, Abemoen ARSE 570, UK, “Dopartment of Mocizal Btatistics, Loncan Scheal of Hygicne

ane Tropical Mozizing, Loncan, UK Cantrz for Bmtistics in Maoicing, Univorsity of Cedom, Sodone, LK

Rl posrnal s nesw reguire hal repsaels ol ial s comlonin Loy e (e Lerrmes e ily™ cor “eras” andesnised Lrials e
puidelines in the Comnaolidaled Slandards oof Repsoting Tridls included.




Examples: methods

Basic Statistical Reporting for
Articles Published in Biomedical Journals:
The ““Statistical Analyses and Methods
in the Published Literature” or
The SANPL Guidelines™

Thomas A. Lang® and Douglas ©. Altman®

*Principal, Tom Lang C ommunicati ns and Traning [riemational
" Dir ector, Certre for Statisticsin Medicine, Oxford Undver sity

Have they reflected that the sciences Bunded on obseraation can only be promoted by
statistics? .. Ifmedicing had not neglected this instrument, this means
of prograss, it would possess @ gradter number of positive truths, and
stamd less liable fo the gecusation ofbeing o seience ofuniived
principlas, vague and conjectural.

Jean-Etietwie Do itd epae E seirol, an eatly French peychiatrist,
guoted in The Lancet, 1332 [1]

Introduction

The first major shady of the cuality of statistical ertors ate it bagic, not advanced, statistical methods

tepotting in the bomedical literatare was published [23]. Pethaps adwaticed m ethods are suggested by

in 1966 [2]. Bince then, dozens of similar studies cotsulting statisticians, who then competertly

have been published, every ane of which has found petform the analyses, it is also trae that authors

that large proportions of articles contan errors in the are far more lkely to use only elementary statistical
o e U O -I- O r application, analyss, interpretation, or reporting of methods, if they use argr at all [23-26]. 3till, articles
J statistics or inthe design or conduct of research (Feeg with evetymajor errors continue to pass editorial and

network for example, references 3 through 197 Further, large peet review and to be published in leading journals.
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Different focus of RG (2)

e SPECIFIC DISCIPLINE / CLINICAL
AREA

Should be used with
relevant generic
methodology
guidelines as they
often focus only on
content specifics

e Different ‘degree’ of specificity

e May or may not address general
methodology items

e May focus on a complete research
study / paper or only on a part

network




Preliminary Core Set of Domains and Reporting
Requirements for Longitudinal Observational Studies
in Rheumatology

FREDERICK WOLFE, MARISSA LASSERE, DESIREE van der HEIIDE, GEROLD STUCKI,

MARIA SUAREZ-ALMAZOR, THEODORE PINCUS, KERSTIN EBERHARDT, TORE K. KVIEN,
DEBORAH SYMMONS, ALAN SILMAN. PIET van RIEL, PETER TUGWELL, and MAARTEN BOERS

ABSTRACT. Observational and longitudinal observational studies (LOS) provide essential information about the
course and outcome of rheumatic disorders that cannot be provided by randomized controlled trials,
and they constitute the major clinical scientific communication in rheumatology. There has been no
consensus as to the full and appropriate content of LOS. This report defines a core set of domains
and reporting requirements for LOS. At the 1998 OMERACT IV Conference a consensus process
evaluated the literature of rheumatology in light of the constructs, variables, and outcomes of
rheumatology by using introductory lectures, nominal groups, and plenary sessions. The result of
this process was to identify 5 “core” domains that should be included in every LOS: Health Status,
Disease Process, Damage, Mourtality, and Toxicity/Adverse Reactions. Two additional domains,
Work Disability and Costs, were recognized as important, but need not be used in all LOS. Eleven
subdomains were identified that divided the domains into convenient clinical and conceptual units.
A set of reporting requirements was also determined. The core recommendations, which follow on
the WHO ICIDH-2 outline, are not disease-specific; the substitution of different “disease process”
and “damage”™ measures make them suitable for many rheumatic disorders. The core set is intended
to serve as a core for LOS in almost all rheumatic conditions. (J Rheumatol 1999;26:484-9)

Key Indexing Terms:
OMERACT RHEUMATIC DISEASES LONGITUDINAL AND OBSERVATIONAL STUDIES

Longitudinal and observational studies (LOS) provide Included in the information that may be provided by these
ecscential information ahont the conrce and ontcome of stindies are effects of treatment <ocindemneranhic factors
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SPECIAL ARTICLE

Revised Recommendations of the International Working Group
for Diagnosis, Standardization of Response Criteria,
Treatment Outcomes, and Reporting Standards for
Therapeutic Trials in Acute Myeloid Leukemia

By Bruce D. Cheson, John M. Bennett, Kanneth J. ﬁ:p-aclry, Themas Bichner, Chary{ L. Willman, Elihu H. Estey, Charkes A Schiffer,
Harmut Deshner, Martin 5. Tallman, T. Andrew Lister, Francesce LeCoco, Roal Willemze, Andrea Biendi, Wc:”gung Hiddemann,
Richard A. lorson, Bob lewenberg, Miguel A. Sanz, David R. Head, Ryuze Chne, and Clara D. Bloomfield

Absiract: An International Werking Group met to revise
the diagnoe siic and response criteria for aoute myselogencus
levkcemia origindly pubslished in 1990, aswell as te provide
definition s of cuktemes and reperting standard s to Impreve
interpratability of data and comperisens ameng trial s. Since
the ariginal publication, there have been major advances in
our understanding of the bislegy and melecular genetics of
acute levkemia that are clinicdly relevant and warrant

M 19585, a gronp of 1mvestigators inferested n the desigh and
conduct of clindcal trials in acute rayelodd leukera (&)
met at the Mabonal Cancer [rsttute (Thnited States) and desel-
oped a st of recorenendations for wsponse assessment. The
subzecuent pblication was widely adopted as a standardized
means of desigrarg and reporting tials, althongh seanons stady

incorporation inte re spon se definition s, Differences from the
1990 recommendation s incuded a cakegory of leukkemia
free state, new criteria for complete remission, imncluding
cytegenetic and melecudar remissions and remissien durear
ien. Sorage of viable blasts for correlative studies is imr

partant for future progressin the therapy of these disorder s.
J din Oncel 21:4642-45649. @ 2003 by American
Society of Cinical Cnoolegy.

that revimore of these guidelines were needed. In addition, rew
therapentc agents with different reclarisns of action and
foxicities had become available. A2 a result, an intemational
gup of veshigators met inIvldnd, Spain, Mach 2325, 2001,
to dewvelop a revised set of recoramendations that meorporated
new concepts of biology and theraper (Table 1.

Tha follmirnwe amidalises 1mere datraloiad 1rath tha dwdawt ~f
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Large number of RGs

Resource Centre

Library for health
research
reporting

Reporting

Guidelines

Reporting
guidelines under

development

Reporting
guidelines in other

research fields

Guidance on

scientific writing

Guidance
developed by

editorial groups

Industry

sponsored
research -
additional

guidance

Research ethics,
publication ethics
and good practice

guidelines

Development and
maintenance of
reporting

guidelines

Editorials

introducing RGs

Examples of
guidelines for peer
revi

Case studies: RG

implementation

Examples of good

+ An introduction to reporting guidelines

- Comprehensive lists of the available reporting

Library for health research reporting

The EQUATOR Network library currently contains:

guidelines, listed by study type:
= Experimental studies
= QObservational studies

= Diagnostic accuracy studies

= Biospecimen reporting Quick links to reporting

guidelines:

= Reliability and agreement studies

= Systematic reviews

+ CONSORT checklist and

= Qualitative research

= Mixed methods studies

flow diagram
+ CONSORT extensions

= Economic evaluations » TREND checklist

= Quality improvement studies

+ STARD checklist & flow
= Other reporting guidelines diagram

= Reporting data - STROBE checklists
= Statistical methods and analyses - PRISMA checklist and
= Sections of research reports flow diagram

= Specific conditions or procedures, - COREQ checklist
+ SOUIRE checklist

- REMARK checklist

- Reporting guidelines under development
- Reporting guidelines in other research fields
+ Guidance on scientific writing Download:

» Guidance developed by editorial groups
- Industry sponsored research - additional

- Catalogue of reporting
guidelines (full list)

guidance

- Reszearch 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

EQUATOR Library
currently over 200 RG (2013)

EQUATOR selection criteria:

- Deliberately broad
(comprehensive collection)

- No assessment of
development methods,
usability, etc.

Available RG vary in:
Scope

Development methods
Presentation of
recommendations

Need to understand this to use
available guidelines effectively




New EQUATOR website

g e q UdQ '|'O r Enhancing the QUAIity and Vet e EOUATOR

network 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

v

research reporting guidelines
The Library contains a comprehensive searchable CONSORT Full Record | Checklist | Flow Diagram
database of reporting guidelines and also links to other STARD Full Record | Checklist | Flow Diagram
resources relevant to research reporting. STROBE  Full Record | Checklist

PRISMA Full Fecord | Checklist | Flow Diadrarm
COREQ Full Record

Search for reporting

' guidelines ENTREQ  Full Record
SQUIRE  Full Record | Checklist
@ Visitthe library for CHEERS  Full Record

more resources

Toolkits EQUATOR highlights

The EQUATOR Metwork works to 9i08/2013 - EQUATOR Network at the Peer Review Congress The New ICMJE Recommendations

imprave the reliability and value of 2013 in Chicago 23/08/2013

medical research literature by EQUATOR will be present at the Seventh International Congress on Peer Better Reporting of Scientific Studies: Why It
promating transparent and accurate Review and Biomedical Publication, 8-10 September 2013, We are Matters

reporting of research studies. arganising the EQUATOR warkshop far editars on reparting of research 28/08/2013

@ equator
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Library for health research

Home Toolkits Courses & events News Blog Aboutus Contact

Horme = Library

il
Key reporting guidelines

related z cCh reporting are aimed mainly at au 5 Z C Jou . CONSORT Full Record | Checklist | Flow Diagram

The Libran

STARD Full Record | Checklist | Elow Diggram
STROBE Full Record | Checklist

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

ENTREQ Full Recard

SQUIRE Full Recaord | Checklist

CHEERS Full Record

Translations of reporting guidelines .
Translations

S0me reporting guidelines are also available in
languages other than English. Find out more in aur
Translations section.

About the Library

For information about Library scope and content,
identification of reporting guidelings and

Reporting guidelines under development

Guidance on scientific writing

Guidance developed by editorial groups

Research funders’ guidance on reporting requirements

Industry sponsored research — additional guidance inclusion/exclusion criteria please wisit About the
Library.

Research ethics, publication ethies and good practice guidelines wisit our Help page for information about searching

for reporting guidelines and for general information

about using our website .

Links

quator

network
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Reporting guidelines database

Search for reporting guidelines Key reporting guidelines

T Browse for reporting guidelines by selecting one or more of these drop-downs:

J Study type Clinical area Section of report e I

[Pioase soiect R Fiice soccr. MR Picece oot STARD  Fulecord| Checids | low Dagrarn

STROBE  Full Record | Checklist

Or search with free text PRISMA Full Eecord | Checklist | Flow Diagram
ENTREG Full Fecord

Htar again el SQUIRE  Full Record | Checklist

CHEERS  Full Fecord

Translations

some reporting guidelines are also available in
languages other than English. Find out more in our

Displaying 216 reporting guidelines found.

Wiost recently added records are displayed first.

Meuroimaging standards for research into small vessel disease and its contribution to ageing and _ _
neurodegeneration Translations section.

About the Library
Finding What Waorks in Health Care: Standards for Systematic Reviews. Chapter 5 — Standards for Reporting

Systematic Reviews For information about Library scope and content,
identification of reporting guidelines and
inclusion/exciusion criteria please visit About the

Likrary.

Systernatic Reviews, CEDO's guidance for undertaking reviews in health care

Wisit our Help page for information about searching
for reporting guidelines and for general information
about using our wehsite.

The HUGENet™ HUGE Review Handbook, version 1.0. Guidelings for systematic review and meta-analysis of
gene disease association studies

Our full catalogue of reporting guidelines is
available to download a5 a PDF: Beporting
Guideline Catalogue August 2013,
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Editors toolkit

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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Questions ?

www.equator-network.org
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