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Coxcony
7~ 7 CONSORT 2010 checklist of information to include when reporting a randomised trial*
pe—
Item Reported
Section/Topic No Checklist item on page No
Title and abstract
1a ldentification as a randomised trial in the title
1b  Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts)
Introduction
Background and 2a  Scientific background and explanation of rationale
objectives 2b  Specific objectives or hypotheses
Methods
Trial design 3a  Description of trial design (such as parallel, factorial) including allocation ratio
3b  Important changes to methods after trial commencement (such as eligibility criteria), with reasons
Participants 4a  Eligibility criteria for participants
4b  Settings and locations where the data were collected
Interventions 5  The interventions for each group with sufficient details to allow replication, including how and when they were
actually administered
Outcomes 6a Completely defined pre-specified primary and secondary outcome measures, including how and when they

were assessed

Simera |, Altman DG: Int J Clin Pract. 2013 Aug;67(8):710-6.
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The Journal of Epidemiology encourages authors to follow statements of reporting
guidelines for authors.

STROBE Statements: reporting observational studies
http://www.strobe-statement.org/index.php?id=strobe-home

CONSORT Statements: reporting the results of randomized controlled trials.
http://www.consort-statement.org/

PRISMA: reporting systematic reviews and meta-analysis of randomized trials.
http://www.prisma-statement.org/

The Journal of Epidemiology (http://jeaweb.jp/journal/pdf/Guide for Authors.pdf)
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Oxford —
UK EQUATOR Cen
Publication Schoel

The secrets of success in writing anc ublishing research articles

Do you want to get published, and be praised for it?

Do you want your institution to be recognised for its
excellent publication record?

Do you want to make a real difference with your research?
Then, this is the course for you!

A large number of published research articles are reported badly.
They provide insufficient, misleading or ambiguous information,
and cannot be used to inform future research or improve
healthcare for patients. It doesn't have to be this way.

Join us this summer for an intensive, practical course in the heart
of beautiful, historic Oxford - and write a publishable research
article in a week!

EQUATOR's flagship Publication School aims to develop
essential writing skills to help you achieve success in planning,
writing, publishing and communicating research through
traditional journals and other channels.

Course tutors include: Dr Elizabeth Wager, Dr Iveta Simera, and
Professor Doug Altman

@ equator

network ()‘I"i‘!Rl)

EQUATOR Network (http://www.equator-network.org/reporting-quidelines/)

Hands-on writing exercises for
key sections of a research
article

Using reporting guidelines
such as CONSORT and
STROBE to optimise the
usability of your research

Finding the perfect journal and
navigating editorial systems

Giving and receiving
constructive peer review

Communicating about research
with patients, the public and
practitioners

Making the most of social
media

For more details of the course and how to
register, see www.equator-network.org or
contact caroline.struthers@csm.ox.ac.uk

Residential and non-residential rates

Early bird rates until 31 March 2017

www.equator-network.org
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Strengthening the Reporting of Observational
Studies in Epidemiology (STROBE): Explanation
and Elaboration

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/ 2 Explain the scientific background and raticnale for the investigation heing reported
rationale
Objectives 3 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 study—Give the eligibility criteria, and the sources and methods of selection of participants. Describe methods of
follow-up
Case-control 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
(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 Clearly define all outcomes, exposures, predictors, potential confounders, and effect modifiers. Give diagnostic criteria, if applicable
Data sources/ 8% For each variable of interest, give sources of data and details of methods of assessment (measurement).
measurement Describe comparability of assessment metheds if there is more than one group
Bias 9 Describe any efforts to address potential sources of bias
Study size 10 Explain how the study size was arrived at
Quantitative 1 Explain how quantitative variables were handled in the analyses. If applicable, describe which groupings were chosen, and why
variables
Statistical 12 (a) Describe all statistical methods, including those used to control for confounding
methods (b) Describe any methods used to examine subgroups and interactions

(c) Explain how missing data were addressed

Vandenbroucke JP et al: PLoS Med. 2007 Oct 16;4(10):e297.
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The REporting of studies Conducted using
Observational Routinely-collected health

Data (RECORD) Statement

Title and Abstract

Introduction
Background rationale

Objectives

Methods
Study Design
Setting

Participants

(&) 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.

Explain the scientific background and rationale for the
investigation being reported.

State specific objectives, including any prespecified
hypotheses.

Present key elements of study design early in the paper.

Describe the setting, locations, and relevant dates,
including periods of recruitment. exposure, follow-up, and
data collection.

(@) Cohort study: Give the eligibility criteria and the
sources and methods of selection of participants. Describe
methods of follow-up. Case-control 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. (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.

RECORD 1.1: The type of data used should be specified in
the title or abstract. When possible, the name of the
databases used should be included. RECORD 1.2: If
applicable, the gecgraphic region and time frame within
which the study took place should be reported in the title or
abstract. RECORD 1.3: If linkage between databases was
conducted for the study, this should be clearly stated in the
title or abstract.

RECORD 6.1: The methods of study population selection
(such as codes or algorithms used to identify subjects)
should be listed in detail. If this is not possible, an
explanation should be provided. RECORD 6.2: Any
validation studies of the codes or algorithms used to select
the population should be referenced. If validation was
conducted for this study and not published elsewhere,
detailed metheds and results should be provided.
RECORD 6.3: If the study involved linkage of databases,
consider use of a flow diagram or other graphical display to
demonstrate the data linkage process, including the
number of individuals with linked data at each stage.

Benchimol El et al: PLoS Med. 2015 Oct 6;12(10):e1001885.
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Meta-analysis of Observational Studies
in Epidemiology
A Proposal for Reporting

Reporting of background should include
Problemn definition
Hypothesis statement
Descrption of study outcomeis)
Type of exposure or intervention used
Type of study designs used
Study population
Reporting of search strategy should include
Cualifications of searchers (eg, librarans and investigators)
Search strategy, including time period incheded in the synthesis and keywords
Effort to include all available studies, including contact with authors
Databazes and registries searched
Search software used, name and version, including special features used (2g, explosion)
Use of hand searching (eg, reference |I&t" of obtaned articles)
List of citations located and those excluded, including justhication
Method of addressing articles published in languages other than English
Method of handling abstracts and unpublished stedies
Descrption of any contact with authors
Reporting of methods should include
Descrption of relevance or appropnatensss of studies assemblad for assessing the hypothe
t be tested
Rationale for the selection and coding of data (eq, sound clinical principles or corvenience)
Documentation of how data were classified and coded (eg, multiple raters, blinding, and
interratar rehability)
Agzsessment of confounding (ag, comparability of cases and controls in studies where
approprats)
Aszsessment of study quality, including blinding of quality assessors; stratification or regress
on possible pradictors of study results
Assessment of heteroganaity
Description of statistical methods (eg, complate descrption of fixed or random effects maods
justification of whether the chosen models account for predictors of study results,
dose-rasponse madels, or cumulative meta-analysis) in sufficient detail to be replicatad
Provizion of appropriate tables and graphics

Stroup DF et al: JAMA. 2000 Apr 19;283(15):2008-12.
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