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Translations

Launch of a checklist for reporting longitudinal observational drug studies in rheumatology: a EULAR
extension of STROBE guidelines based on experience from biologics registries

Some reporting guidelines are also available in
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our Translations section.
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Library.

A it Aur Halm nama far imfarmaatinan shoaid coarchino



solidated tandards

eporting rials

Login

B2 CONSORT -

r TRANSPARENT REPORTING of TRIALS

Search:

Home  CONSORT Statement  Extensions  About CONMSORT  Library of Examples  Resources  Mews

Welcome to the CONSORT Statement Website _

CONSORT, which stands for Consolidated Standards of Reporting .
Trials, encompasses various initiatives developed by the In Memoriam
+ AllTrials COMSORT Group to alleviate the problems arising from inadequate | Dr. Vincent Kokich, Editor-
reporting of randomized controlled trials (RCTs). in-Chief of the American
Journal of Orthodontics and
The main product of CONSORT is the CONSORT Statement, Dentofacial Orthopedics
which is an evidence-based, minimum set of recommendations for (AJODOQ) and strong promoter
. ) reporting RCTs. It offers a standard way for authors to prepare of COMSORT and PRISMA,
Eﬂf}i}zit{r?éntﬁggllsgrg:—sm reports of trial findings, facilitating their complete and transparent passes away
campaign to get all reporting, and aiding their critical appraisal and interpretation. Read more
clinical trial results The COMSORT Statement comprises a 25-item checklist and a

reported. flow diagram, along with some brief descriptive text. The checklist
items focus on reporting how the trial was designed, analyzed, an
Reporting Examples interpreted; the flow diagram displays the progress of all

participants through the trial.
Submit Example
Considered an evolving document, the CONSORT Statement is

If you find an example of | subject to periodic changes as new evidence emerges. This
good reporting, login here i website contains the current definitive version of the CONSORT
to submit it to our Library.; Statement and up-to-date information on extensions.

Qequ'ofor

'."1|IL




Reporting randomised trials

e CONSORT Statement first published in 1996, revised
2001, 2010
History:

e Two sets of recommendations for reporting RCTs published in
1994 (SORT Group, Asilomar Group)

e CONSORT meeting in Chicago, 1995

e CONSORT Statement is an evidence-based, minimum
set of recommendations for reporting RCTs

It offers a standard way for authors to prepare reports of
trial findings, facilitating their complete and transparent
reporting, and aiding their critical appraisal and
interpretation.
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2010 Revision of CONSORT

e Revised checklist
e Short paper
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Abstract

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

To encourage dissemmnation of the CONSORT 2010 Statement, this article s frealy accessible on
bmy.com and will also be published in the Lancet, Obstetrics and Gyneccdogy, PLOS Medione, Annals
of Internal Medane, Open Medione, Journal of Clinical Epsdemsology, BMC Medicine, and Trials.




CONSORT checklist

TITLE & ABSTRACT | 1a | Identification as a randomised trial in the title ° 25 Iitems
ib Structured summary of trial design, methods, results, and conclusions (for
specific guidance see CONSORT for abstracts)
INTRODUCTION .
Ea_ckg_mum:l and 2a Scientific background and explanation of rationale o R atl O n al e fO r th e
objectives 2b | Specific objectives or hypotheses .
METHODS Items:
Trial design 3a Description of trial design (such as parallel, factonal) including allocaticn
ratio * Necessary to evaluate the
3b Important changes to methods after trial commencement (such as eligibility d
criteria), with reasons Stu y
Participants 43 Eligikility criteria for participants
4bh | Settings and locations where the data were collected .
Interventions 5 | The interventions for each group with sufficient details to aliow replication, * Evidence-based . whenever
including how and when they were actually administered .
COutcomes Ga | Completely defined pre-specified primary and secondany outcome pOSS|bIe
measures, including how and when they were assessed
Ghb Any changes to tial outcomes after the trial commenced, with reasons
Sample size 7a_| How sample size was determined « Minimum set of essential
b When applicable, explanation of any intenm analyses and stopping .
quidelines items
Randomisation
Sequence generation Sa Method used to generate the random allocation sequence
ab Type of randomisation; details of any restriction (such as blocking and block
size)
Allocation 9 Mechanism used to implement the random allocation sequence (such as
concealment seguentially numbered containers), descrbing any steps taken to conceal
mechanism the sequence until interventions were assigned

@ equator
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CONSORT checklist (2)

Major changes in CONSORT 2010

Added 3 new items
Registration, Protocol, Funding

TITLE & ABSTRACT 1a | Identification as a randomised trial in the title

1k | Structured summary of trial design, methods, results, and conclusions (for
specific guidance see CONSORT for abstracts)

TS Added several sub-items, e.g.

ot 2| spechcaecivs cpobeses Any important changes to methods after

Trial design 3a | Description of trial design (such as parallel, factorial) including allocation

o e S e o S trial commencement, with a discussion of

criteria), with reasons

Participants 4a | Eligibility criteria for participants re a SO n S

4b Settings and locations where the data were collected

Interventions a5 The interventions for each group with sufficient details to allow replication, .
i o an e ey were sty i Why the trial ended or was stopped
Outcomes Ba Completely defined pre-specified primary and secondary outcome
measures, including how and when they were assessed

Eb Any ehanges to trial outcomes after the frial commenced, with reasons
Sample size Ta | How sample size was determined

7oV pcaie, s of ry e ancs s 55503 Made some items more specific

guidelines

Seqns g | Ve o g o o oo s e.g. allocation concealment mechanism,

gh Type of randomisation; details of any resfriction (such as blocking and block
size)

Allocation a Mechanism used to implement the random allocation sequence (such as b I I n d I n g
concealment sequentially numbered containers), describing any steps taken to conceal
echanism the & until interventions were assigned

Simplified and clarified the wording
throughout

network



CONSORT flow diagram

CONSORT 2010 Flow Diagram
Enrollment Azzeszsed for eligibility (n=, )
Exgluded [r= ]
+ Mot meeting indusion chiteda (e )
* & Declined to particpate (n=
+ Otherreasonsin= 1
Randomized (nz )
¥ [ Allocation ] ¥
Allocated to intervention (nz, 3 Allocated to intervertion (s, )
+ Received allocated intervention (n= ) « Received allocated intarvention (n= )
« Did not receive allocated intervention (give + Did not receive allocated intenvention [give
reasans)(n= reasonsi(n=
W I FO“G\'-""UP ] L]
Lost to followeup (give reasans)(nz, 2 Lost to follow-up (give reasons)(ns, )
Digeontinued intervention (give rasonz)in=, ) Digeontinued intervention (give reazons)in= )
¥ I Analvsis | ¥
analysed, (r= ] andlused [r= ]
9 e q U O 1, O r + Excluded from analysis (give reasons)iin= ) + Excluded from analysis (give reasonsiin= )
AN= "."_ln ) | L




Current CONSORT extensions

DESIGNS Cluster Non-inferiority/ Pragmatic
equivalence

INTERVENTIONS  Herbal Non- Acupuncture
pharmacological (STRICTA)

Patient-
DATA Harms Abstracts reported

outcomes

Full details (pdfs and checklists) on CONSORT website:
http://www.consort-statement.org/
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STROBE Statement

STrengthening the Reporting of OBservational
Studies in Epidemiology

" STROBE Statement

5_"" Strengthening the reporting of observational studies in epidemiology

uw

Ft What is STROBE?

Home STROBE stands for an international, collaborative initiative of epidemiologists, methodologists,

Aims statisticians, researchers and journal editors involved in the conduct and dissemination of observational
studies, with the common aim of STrengthening the Reporting of OBservational studies in

News Epidemiology.

Available checklists The STROBE Statement is being endorsed by a growing number of biomedical journals. Click here for full

Publications list.

Translations For STROBE-related entries in PubMed click here.

Commentaries

Discussion forum . I
What's new in the STROBE Initiative?
STROBE group

Endorsement
29.08.2013

Contact PLOS Collection: Reporting Guidelines Collection

Links PLOS journals launches an open access collection of reporting guidelines, commentaries, and related

Member login / logout research on guidelines from across PLOS journals. This Collection coincides with the Seventh
International Congress on Peer... [morel

more
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STROBE Statement

e Guidance on how to report observational studies well
(which is rare!)

Focus on 3 main study designs: cohort, case-control,
cross-sectional studies

e Published in Oct 2007: short paper and E&E
e Adopted by many journals

OPEN 3 ACCESS Freedy suailaile ordne PLOS seowcme

The Strengthening the Reporting of
Find it on: Observational Studies in Epidemiology (STROBE)
www.equator-network.org Statement: Guidelines for Reporting

www.strobe-statement.org Observational Studies

Erik von Bm"', Dowglas G. Altman®, Matthias Egger"*. Stuan 1. Pocock®, Peter C. Gotzsche®,
.

Petarnt 3 Coron for Satimes oy Woscrve. vamesity of Ovirdl Onionl, ntnd Crnpom,
jLonson Schot of Vygpene wnl Tropsosl Muscim, Lravuriy of Lovetn, Looden. Lt
o Eamtambadogy. Lavten Usieswsty bmgntal (ontom The Sthedund s

Strengthening the Reporting of Observational I —
Studies in Epidemiology (STROBE): Explanation | ) st T iy f 1 i e
[he assessment of Its strengths and weaknesses and of a study's

a nd Ela boratlon pering the Reporting of Observational Studies in Epdembblogy
H recommendations on what should be included n an accurate
Jan P. Vandenbroucke', Erik von Elm*?, Douglas G. Atman®, Peter C. Gotzsche®, Cynthia D. Mulrow®, Stuart J. Pocock”, servationa study, We defined the scope of the recommendations
Charles Poole®, James J. Schlesseiman®, Matthias Egger™'™" for the STROBE Initiative designs: cohort, @se-control and cross-sectional studies. We
n September 2004, with methodologists, researchers, and jourmal
1 Depariment of (erecal Epdemology. Leden Unnersty Mechcal Center, Lexden, The Netherlands, 2 hstiute af Socal & Pewentive Mediane (EPM), Unversty of Bem, Bem, in This fise it thy revised during el mestings
Lantedand, 3 Depastment of Medical Bametry and Medicl infammates, Unnemty Medical Centre, Frefurg Gesnany, 8 Cancer Hessarch LGN HS Centre far Statshos —
Mecbane, Owford, Uneted Kngdam, 5 Narde Cochane Centre, #sgshasprtalet, Copenhagen, Denmaric, & Universty of Teas Health Soence Center, San Antonsa, Uneted
States af Amenca, 7 Medical Statstics Unet, Landan Schaal of Mygeene and Trapica Medicane, Landan, Ureted ®ingdam, 8 Depastment of Emd emeala gy, Unevessity of Marth
Cambna School of Public Health, Chapel Hill, United States of Amenca, 9 Department of Bostasshics, Univessty of Pritsburgh Geduate School of Public Health, and
Unersty of Patsbusgh Cancer instriute, Pritshurgh, United States of Amerca, 10 Department of Saaal Medscane, Unrersty of Bestal, Bestal United Kangdam

OPEN ( ACCESS Freely availsble anbne PLOS meoicine

Funding: The meal STACME
warkshap was funded by the

ABSTRACT

furapean Soence Foundation (ESFL
A anal funcing was recened
fram e Medical Aesearch Councill Much medical research is observational. The reporting of observational studies is often of

c"’ T Sm"’“nc’_,‘d” ‘m’e":" . insufficient quality. Poor reporting hampers the assessment of the strengths and weaknesses of

Health Sensoes Aesearch & a study and the generalisability of its results. Taking into account empirical evidence and

Dewelopment Mefodalogy theoretical considerations, a group of methodologists, researchers, and editors developed the

r F mg'ﬂ;':;m;: Strengthening the Reporting of Observational Studies in Epidemiclogy (STROBE) recommen-
| & w O

deason t publsh, ar dations to improve the quality of reporting of observational studies. The STROBE Statement
prpaaton of the mams ag. consists of a checklist of 22 items, which relate to the title, abstract, introduction, methods,
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Checklist with 22 items

- Heading (where in paper), item No
— Recommendation, divided into:

cohort, case-control, cross-sectional study - where different

Item
No Recommendation
Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the abstract
(b) 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 State specific objectives. including any prespecified hypotheses
Methods
Study design 4 Present key elements of study design early in the paper
Setting 5 Describe the setting. locations. and relevant dates. including periods of recruitment.
exposure. follow-up. and data collection
Participants 6 (a) Cohort studv—Give the eligibility criteria, and the sources and methods of

selection of participants. Describe methods of follow-up

Case-confrol study—@Give the eligibility criteria. and the sources and methods of
case ascertainment and control selection. Give the rationale for the choice of cases
and controls

Cross-sectional study—=Give the eligibility criteria, and the sources and methods of

selection of participants




Three STROBE extensions (1)

e STREGA (2009)
— reporting of genetic association studies

Table 1. STREGA Reporting Recommendations, Extended from STROBE Statement

item Item STROBE Guldeline Extenslon for Genetic Assoclation
Number Studies (STREGA)
Title and Abstract 1 {a) Indicate the study’s design with a commonly used term in the title or the abstract.
(b) Provide in the abstract an informative and balanced summary of what was done
and what was found.

Introduction

Background rationaie 2 Explain the scientific background and rationale for the investigation being reported.

Objectives 3 State specific objectives, including any pre-specified hypotheses. State if the study Is the first report of a
genetic assoclation, a replication effort,
or both.

Methods

Study design 4 Present key elements of study design early in the paper.

Setting 5 Describe the setting, locations and relevant dates, including periods of recruitment,

exposure, follow-up, and data collection.

Participants [ {a) Cohort study - Give the eligibility criteria, and the sources and methods of Give information on the criteria and

selection of participants. Describa methods of follow-up. methods for selection of subsets of

Case-control study - Give the eligibility criteria, and the sources and methods participants from a larger study, when
of case ascertainment and control selection. Give the rationale for the choice of relevant.

cases and controls.
Cross-sectional study - Give the eligibility criteria, and the sources and methods
of selection of participants.
{b) 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.
Variables 7 {a) Clearly define all outcomes, exposures, predictors, potential confounders, and (b) Clearly define genetic exposures
effect modifiers. Give diagnostic criteria, if applicable. (genetic variants) using a widely-used

nomenclature system. identify variables
likely to be associated with population
stratification (confounding by ethnic
origin).




Three STROBE extensions (2)

e STROBE - ME (Oct 2011)

— Reporting molecular epidemiology (biomarker
studies)

Table 1. The Strengthening the Reporting Observational studies in Epidemiology — Molecular Epidemiology (STROBE-ME)
Reporting Recommendations: Extended from STROBE statement.

Item Extension for Molecular Epidemiology
item number STROBE Guidelines Studies (STROBE-ME)
Title and abstract 1 {a) Indicate the study’s design with a commeonly used term in the ME-1 State the use of specific biomarker(s)
title or the abstract in the title and/cr in the abstract if they

contribute substantially to the findings

(b} 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 ME-2 Explain in the scientific background of
being reported the study how/why the specdfic biomarker(s}
have been chosen, potentially among many
others (e.g., others are studied but reported
elsewhere, or not studied at all}

Objectives 3 State specific objectives, including any pre-specified hypotheses ME-3 A prari hypothesis: if one or more
bicmarkers are used as proxy measures, state
the a prion hypothesis on the expected
values of the biomarker(s)

Methods

Study design 4 Present key elements of study design early in the paper ME-4 Describe the special study designs for
molecular epidemiology (in particular nested
case/control and case/cohort) and how they
were implemented

Biological sample ME-4.1 Report on the setting of the
callection biological sample collection; amount of

sample; nature of collecting procedures;

‘ participant conditions; time between sample
collection and relevant dinical or
physiclogical endpoints,




Three STROBE extensions (3)

e STROBE abstract

- Reporting observational
studies in conference
abstracts (online draft)

@ equator

‘r"'x."-ll‘\.

Item Recommendation
Title Indicate the study’s design with a commonly used term in the title (e.g cohort, case-
control, cross sectional)
Authers Contact details for the comresponding author
Study design Desenphon of the study design (e g cobort, case-control, eross sectional)
Objective Specific objecives or hypothesis
Methods
Setting Desenphon of sething, follow-up dates or dates at which the cutcome events ocowred or at
which the outcomes were present, as well as any points or ranges on other ime scales for
the outcomes (e.z., prevalence at age 18, 1998-2007).
Participants Cohort study—Give the most important eligibility cnitena, and the most important sources
and methods of selection of parficipant=. Descnbe briefly the methods of follow-up
Case-vonirol siudy—Give the major elimbility enteria, and the major sowrces and
methods of case ascertainment and control selechon
Cross-sectional snudv—Give the eligibility eriteria, and the major seuwrces and methods of
selection of participants
Cokort study—F or matched studies, give matching and mumber of exposed and
unexposed
Case-vontrol study—For matched studies, zrve matching criteria and the number of
controls per caze
WVanables Clearly defire primary outcome for this report.
Statistical Describe statistical methods, including those used to control for confounding
methods
Fesults
Participants Beport HNumber of paricipants at the beginming and end of the study
Main results Beport estmates of associations. If relevant, consider translating estimates of relative nsk

into absclute nsk for a meaningful time period
Feport appropriate measures of variability and uncertamnty {e.z., odds ratios with

confidence intervals

Conclusions

General interpretation of study results




E & E papers

e Both guidelines have Explanation and Elaboration papers

e Both can be accessed through their websites or on
EQUATOR website - full record
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