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What Is a reporting guideline

» “a checklist, flow diagram, or explicit text
to guide authors in reporting a specific
type of research, developed using explicit
methodology”
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This morning’s talk...

* CONSORT
« STROBE
* PRISMA
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Development

All three reporting guidelines [RG] were developed
based on EQUATOR recommendations

All three RG ask authors to inform readers about a
minimum set of information

This does not preclude authors from informing readers
about other relevant information in an effort to inform
readers

All three RG can also be used by peer reviewers and
editors to inform their decision making

J OHRIs‘) IRHO o——
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CONSORT

Author guidance for reporting
randomized trials

First published in 1996 and
subsequently updated twice

« Current version is
CONSORT 2010 [planned
update meeting in 2014]

25-item checklist [statement]
Flow diagram

Long explanatory paper [E & E]
Lots of extensions:

 Official and unofficial

7
r

RESEARCH METHODS
& REPORTING

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

Kenneth F Schulz,' Douglas G Altman,” David Moher,” for the CONSORT Group

EDITORIAL by Antes The CONSORT statement is used worldwide ~ denceand additi ience has a since the
RESEARCH. p 697 last revision in 2001. Consequently, weurgamstdaCONSOR’]'

RESEARCH METHODS
& REPORTING

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

David Moher," Sally Hopewell,? Kenneth F Schulz.? Victor Montori,* Peter C Gatzsche,” P | Devereaux,® Diana
Elbourne,” Matthias Egger,® Douglas G Altman?

trimmmea it ramertioe oF reedaenie ad

ABSTRACT

Overwhelming evidence shows the quality of reporting of randomised controlled trials (RCTs) is not optimal. Without
transparent reporting, readers cannot judge the reliability and validity of frial findings nor extract information for systematic
reviews. Recent methodological analyses indicate thatinadequate reporting and design are associated with biased estimates
oftreatment effects. Such systematic error is seriously damaging to RCTs, which are considered the gold standard for
evaluating interventions because of their ability to minimise or avoid bias.

Agroup ofscienfists and editors developed the CONSORT (Consolidated Standards of Re porting Trials) statement to improve
the quality of reporting of RCTs. It was first published in 1996 and updated in 2001. The statement consists of a checklist
and flow diagram that authors can use for reporting an RCT. Many leading med ical journals and major international editorial
groups have endorsed the CONSORT state ment. The statement facilitates critical appraisal and interpretation of RCTs.
Duringthe 2001 CONSORT revision, it became clearthat explanation and elaboration of the principles underlying the
CONSORT statement would help investigators and others to write or appraise trial reports. ACONSORT explanation and
elaboration article was published in 2001 alongside the 2001 version of the CONSORT statement.

Afteran expert meeting in January 2007, the CONSORT statement has been furtherrevised and is published as the CONSORT

2010 Statement. Th|s update improves thewording .:nd clarity of the previous checklist and incorporates recommendations

1 Analysed (n=__): Raaraa el cal evidence began to accumulate that some pootly con-

] OHRIN IRHO o——
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CONSORT PRO
« 2013
CONSORT for Cluster trials
e updated 2013
CONSORT for Equivalence and Non-Inferiority trials
e updated 2013
STRICTA (CONSORT for acupuncture)
CONSORT for Herbal Medicine
CONSORT for Moxibustion
CONSORT NPT [planned update meeting in 2014]
CONSORT for Harms
CONSORT for Abstracts
CONSORT for Pragmatic trials
CONSORT e-Health

TIDIER statement

J OHRI§) IRHO o——
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STROBE .

Author guidance for

reporting three types of

observational studies

 Cross sectional, case
control, and cohort

Published in 2007

22-item checklist
[statement]

Flow diagram

Long explanatory paper
[E & E]

Extensions: none

STROBE Statement

Strengthening the reporting of observational studies in epidemiology

OPEN 8 ACCESS Freely available online

PL(E MEDICINE

The Strengthening the Reporting of
Observational Studies in Epidemiology (STROBE)
Statement: Guidelines for Reporting

Observational Studies

Erik von EIm'", Douglas G. Altman?, Matthias Egger"a. Stuart J. Pocock”, Peter C. Gotzsche®,

Jan P. Vandenbroucke® for the STROBE Initiative

1 Institute of Social and Preventive Medicine (ISPM), University of Bem, Bern, Switzedand, 2 Centre for Statistics in Medicine, University of Oxford, Oxford, United Kingdom,
3 Department of Social Medicine, University of Bristol, Bristol United Kingdom, 4 London School of Hygiene and Tropical Medicine, University of London, London, United

Kingdom, § Nordic Cochrane Centre, Copenhagen, Denmark, 6 Department of Clinical Epidemiology, Leiden University Hospital, Leiden, The Netherlands

STROBE INImIATIVE

Strengthening the Reporting of Observational Studies in
Epidemiology (STROBE)

Explanation and Elaboration

Jan P. Vandenbroucke, * Erik von Elm, 1} Douglas G. Altman,§ Peter C. Gotzsche,§
Cynthia D. Mulrow,|| Stuart J. Pocock,** Charles Poole, 11 James J. Schlesselman, i}
and Matthias Egger, 15§ for the STROBE Initiative

Abstract: Much medical research is observational. The reporting of
observational studies is often of insufficient quality. Poor reporting
hampers the assessment of the strengths and weaknesses of a study
and the generalizability of its results. Taking into account empirical
evidence and theoretical considerations, a group of methodologists,
researchers, and editors developed the Strengthening the Reporting
of Observational Studies in Epidemiclogy (STROBE) recommen-
dations to improve the quality of reporting of observational studies.

The STROBE Statement consists of a checklist of 22 items,
which relate to the title, abstract, introduction, methods, results and
discussion sections of articles. Eighteen items are common to cohort
studies, case-control studies and cross-sectional studies and four are
specific to each of the three study designs. The STROBE Statement

provides guidance to authors about how to improve the reporting of
observational studies and facilitates critical appraisal and interpre-
tation of studies by reviewers, jounal editors and readers.

This explanatory and elaboration document is intended to en-
hance the use, understanding, and dissemination of the STROBE
Statement. The meaning and rationale for each checklist item are
presented. For each item, one or several published examples and,
where possible, references to relevant empirical studies and meth-
odological literature are provided. Examples of useful flow diagrams
are also included. The STROBE Statement, this document, and the
associated web site (http:/fwww strobe-statement.org) should be
helpful resources to improve reporting of observational research.

(Epidemiology 2007;18: 805-835)
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PRISMA

Author guidance for reporting
systematic reviews and meta-
analyses

Published in 1999 [looking for
funding to update]

27-item checklist [statement]
Flow diagram

Long explanatory paper [E & E]
several extensions:

OPEN a ACCESS Freely available online

PLOS mepicine

Guidelines and Guidance

Preferred Reporting ltems for Systematic Reviews and
Meta-Analyses: The PRISMA Statement

David Moher'2* Alessandro Liberati**, Jennifer Tetzlaff', Douglas G. Altman®, The PRISMA Group'

10ttawa Methods Centre, Ottawa Hospital Research Institute, Ottawa, Ontario, Canada, 2 Department of Epidemiology and Community Medidne, Faculty of Medicine,
University of Ottawa, Ottawa, Ontario, Canada, 3 Universita di Modena e Reggio Emilia, Modena, Italy, 4 Centro Cochrane Italiano, Istituto Ricerche Farmacologiche Mario
Negri, Milan, taly, § Centre for Statistics in Medidine, University of Oxford, Oxford, United Kingdom

Introduction

Systematic reviews and meta-analyses have become increasingly
important in health care. Clinicians read them to keep up to date

with their field 1171 and thev are nften need ae 2 starfing nnint for

clinicians, medical editors, and a consumer. The objective of the
Orawa meeting was to revise and expand the QUOROM
checklist and flow diagram, as needed.

The executive committee completed the following tasks, prior to

Annals of Internal Medicine

Acapemia AND CLINIC

The PRISMA Statement for Reporting Systematic Reviews and
Meta-Analyses of Studies That Evaluate Health Care Interventions:

Explanation and Elaboration

Alessandro Liberatl, MD, DrPH; Douglas G. Altman, DSc; Jennifer Tetzlaff, BSc; Cynthia Mulrow, MD, MSc
Peter €. Gotzsche, MD, DriMedscl, MSc John P.A. loannidis, MD; Mike Clarke, BA, DPhIl; P.J. Deveraaux, MD, BSc. PhD;

Jos Klelnen, MD, PhD; and David Moher, PhD

Systemnatic reviews and meta-analyses are essential to summarize
evidence relating to efficacy and safety of health care interventions
accurately and reliably. The clarity and transparency of these re-
ports, however, I not optimal. Poor reporting of systematic reviews
diminishes their value to clinidans, policy makers, and other users.

Since the development of the QUOROM (QUality Of Reporting
Of Meta-analysis) Statement—a reporting guideline published in
1999 —there have been several conceptual, methodological, and
practical advances regarding the conduct and reporting of system-
atic reviews and meta-analyses. Also, reviews of published system-
atic reviews have found that key Information about these studies is
often poorly reported. Reallzing these ksues, an intemational group
that included experienced authors and methodologists developed
PRISMA (Preferred Reporting ltems for Systematic reviews and
Meta-Analyses) as an evolution of the original QUOROM guiddline

for systematic reviews and meta-analyses of evaluations of health
care interventions.

The PRISMA Statement consists of a 27-item checklist and a
four-phase fliow diagram. The checkBist includes items deemed es-
sential for transparent reporting of a systematic review. In this
Explanation and Elaboration document, we explain the meaning
and rationale for each checklist ttem. For each ttem, we include an
example of good reporting and, where possible, references to rel-
evant empirical studies and methodological literature. The PRISMA
Statement, this document, and the assoclated Web site fwww
Jprisma-statement.org) should be helpful resources to Improve re-
porting of systematic reviews and meta-analyses

Ann [ntem Med. 2009;151:W-65-W-54.
For author affillations, see end of text.
This artide was publshed at www.annals.org on 21 July 2009.

W annals.org
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PRISMA extensions

* PRISMA-E(quity)

» school feeding for disadvantaged children
 PRISMA for Abstracts
* In development
PRISMA-P(rotocols)
PRISMA-NMA (network meta-analysis)
PRISMA-IPD (individual patient data analysis)
PRISMA-H(arms)

] OHRI'§> IRHO o——
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CONSORT uptake

Endorsed > 600 journals

Endorsed by editorial groups
Recommended by a few funding agencies
Cited > 5000 times since 1996

] OHRIs‘) IRHO o——
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STROBE uptake

 Endorsed > 100 journals
« Endorsed by editorial groups
e cited > 2200 times since 2007

] OHRI§ IRHO o——
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PRISMA uptake

 Endorsed > 200 journals
« Endorsed by editorial groups
e Cited > 3700 times since 1999

] OHRI§ IRHO o——
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Reporting guideline impact

 What do we mean by impact

» Are reports more completely described in RG
endorsing journals than non-endorsing journals?

« Are reports more completely described after journal
endorsement of RG compared to before endorsement
of the guidance?

J OHRI';) IRHO o——
slide 13 of 28



Endorsement

« Journal editorial statement endorsing the RG, the
checklist or both;

* Requirement or recommendation in journal’s
“Instructions to Authors” to follow the RG when preparing
their manuscript;

* Requirement for authors to submit a RG checklist with
their manuscript

J OHRI§) IRHO o——
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CONSORT impact - methods

5 databases were searched

Title and abstract screening was followed by full text screening and
general data abstraction

The studies were then reviewed and should more information be
needed contact authors were e-mailed up to three times

Readily available data across any of the 22 items was abstracted
Independent data abstraction and internal validity assessment was
completed

A 10% random sample of data was verified

Random effects model

Reporting quality was assessed by comparing the proportion of
RCTs adhering to individual CONSORT items or a total sum score

] OHRIs‘) IRHO o——
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CONSORT impact - results

 Fifty-three reports describing 50 evaluations of
16,604 RCTs were assessed for adherence to at
least one of 27 outcomes

e 22 study authors provided information which
was used to create and verify comparison
groups

. OHRI;)IRHO —
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CONSORT impact

Endorsers Hon-Endorsers Risk Ratio Risk Ratio
Study or Subgroup  Events Total Events Total Weight IV, Random, 95% Cl Year IV, Random, 95% CI
2.8.3 ltem 8: Sequence Generation
Hill* 2002 2 3 23 113 1.2% 1.23[0.35, 4.31] 2002
Ceversaux*® 2002 a8 44 22 49 11.2% 1.73[1.22 2.44] 2002 —
Llorca 2004 14 ar ] 23 28% 1.44[0.65 3.24] 2004 —
Dias 2006 14 19 24 41 101% 1.26[0.87,1.83] 2006 T
Anttila 2006 1 1 g 13 2.3% 1.24[0.50,3.08] 2006
Kober 2006 il g 13 1 0.3% 0.26[0.02,3.93) 2006 *
kane 2007 126 178 148 280 24.8% 1.39[1.20,1.81] 2007 =
Lai 2007 27 a1 ] 16 3.8% 1.41 [0.71, 2.80] 2007 N e —
Uetani 2009 B 11 a2 ar 4.7% 1.481[0.81, 272 20049 T
Yyej 2009 ) 35 7T 188 19.49% 2161[1.748, 2.66] 20049 —
Areia 2010 1 2 4 g 0.8% 1.00[0.21,471] 2010
Hopewell 2010 117 274 92 342 18.45% 1.69[1.27,1.98] 2010 —=—
Subtotal {95% Cl) 673 1231 100.0% 1.56 [1.36, 1.80] w &
Total events vy 445
Heterogeneity: Tau®=0.02; Chi*=16.01, df =11 {P=014); F=31%
Testfor overall effect £=6.21 (P = 0.000013

0102 0.5 2 510

Does not favour CONSORT  Favours CONSORT

Sequence generation is approximately 56% better reported in the 673 trial
reports in endorsing journals compared to the 1231 trials published in
non-endorsing journals (RR = 1.56; 95%ClI: 1.36, 1.80).

] OHRI}Z) IRHO o——
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BM

'Contre for Statistics in Medicine,

University of Odard, Linion Road,
Oxiord OX2 61D

RESEARCH

The quality of reports of randomised trials in 2000 and
2006: comparative study of articles indexed in PubMed

Sally Hopewell, serior research fellow,” Susan Dutton, senior medical statistician,” Ly-Mee Yu, serior medical
statistician,” An-Wen Chan, assistant professor,” Douglas G Altman, director ’

ABSTRACT
‘Objectives To examine the reporting characteristics and

“Wamen’s Colege Ressart
Instiuts, Degatment of Medicne,
Unwersiy of Toronto, ON M55 B
2, Camaia

Comespandence ta § Hopewel
uk

ical details ofr trials indexed in
PubMed in 2000 and 2006 and assess whetherthe quality of
reporting has improved after publication of the Consolidated
Standards of Reporting Trials (CONSORT) Statement in 2001
Design G i of two cross sectional investigations.

Cite ths as: M 2010:300:723
dasTE&kmjcrA

£} | ONUINE FIRST | bmj.com

Study sample All primary repons of randomised trals
indexed in PubMed in December 2000 (n=519) and
December 2006 (n=616), including parallel group,
crossover, cluster, factorial, and split bodystudy designs
Main outcome measures The proportion of general and
methodological items reported, stratified by year and

study design. Risk ratios with 95% confidence intervals
were calculated to represent changes in reporting
between 2000 and 2006.

Results The majority of trials were two arm (379/51%
(73%) In 2000 v468/616 (76%) In 2006) parallel group
studies (383/519 (7 4%) v 477/616 (78%)) published in
specialty journals (482515 (93%) v555/616 (90%)). In
both 2000 and 2006, a median of 80 participants were
recruited pertrial for parallel group trials. The proportion
of articles that reported drug trials decreased between
2000 and 2006 (from 393/519 (76%) to 356/616 (58%)),
whereas the proportion of surgery trials increased (51/
519 (10%) v 128/616 (21%)). There was an increase
between 2000 and 2006 in the proportion of trial reports
that included details of the primary outcome (risk ratic
(RR) 1.18, 95% 1 1.04 10 1.33), sample size calculation
(RR 1.66, 95% CI 1.40 to 1.95), and the methods of
random sequence generation (RR 1.62, 95%C1 1.32 to
1.57) and allocation concealment (RR 1.40, $5% C11.11
t0 1.76). There was no difference in the proportion oftrials
that provided specific details on who was blinded (RR
0.91, 95% C10.75 to 1.10).

‘Conclusions Reporting of several important aspects of
trial methods improved between 2000 and 2006;
however, the quality of reporting remains well below an
acceptable level. Without complete and transparent
reporting of how a trial was designed and conducted, it is
difficult for readers to assess its conduct and validity.

INTRODUCTION
The Consolidated Standards of Reporting Trials
(CONSORT) Statement, first published in 1996 and

revised in 20017 provides recommendations for
authors regarding how o prepare reports of tral find
ings. The aim of this 22 item checklist is to facilitate
complete and transparent reporting of trial findings
and aid their critical appraisal and interpretation. The
statemnent has been endorsed by the World Association
of Medical Editors, the International Committee of
Medical Joumnal Editors, the Council of Science Edi
tors, and a significant number of journals worldwide

More than twelve years have now passed since the
CONSORT Statement was first published and more
than eight years have passed since the statement was
last revised. A study of randomised trials published in
December 2000, before publication of the revised
CONSORT Statement in 2001, showed that many
items on the CONSORT checklist—such as details of
sample size calculations, primary outcomes, random
sequence g ion, allocation ealment, and
handling of attrition—were inadequately deseribed in
more than half of the publications assessed*

With further revisions of the CONSORT Statement
expected in 2010, it is imely to assess whether the
recommendations have led to improvements in the
quality of reports of randomised trials. In part one of
this study, we examine the estent to which reports of
randomised trals published in 2006 incorporate
recommendations from the CONSORT Statement.
In part two, we assess whether the quality of reports
of randomised trials has improved since a similar
assessment was conducted in 2000, before the publi
cation of the revised CONSORT Statement in 2001

METHODS

Study sample

We used the Cochrane highly sensitive search strategy
(phase 1° to identify primary reports of randomised
trials published in December 2006 and indexed in
PubMed by 22 March 2007. This search approach
was developed specifically to retrieve reports of con
trolled trials from Medline by using PubMed® One
reviewer screened the tiles and abstracts of all
retrieved reports to exclude any obvious reports of
non-eligible trals. A copy of the full article was then
obtained for all non-excluded reports, and each full
article was assessed by the same reviewer to determine

= 1d &

variability may exist in the reporting of some aspects of
randomised trials, depending on the area assessed. For
example, a systematic review of 122 surgical trials pub-
lished in 2000 to 2003 found that no reports detailed
how the randomisation process was implemented,
only 24% reported details of the primary outcome,
and 26% reported details of blinding.'"” A separate
study of 67 ophthalmology trials published in 2005
found that details of sequence generation, allocation
concealment, participant flow diagrams, and sample
size calculations were reported for less than hall of

the randomised trials assessed."!

Events/Total

Subgroup Endorsing Non-endorsing Risk ratio (95% CI)

“Randomised” in title ~ 113/274 92/342 ——

Primary outcome 176/274 148/342 =

mple size calculation 158/274 121/3 ——
Sequence generation 117/274 92/342 ——
llocation concealment 91/274 65/342 —

Blinding I 72[342 —

Participant flow diagram 107/274 65/342

Loss to follow-up 215/274 207/342 -

Funding source 188/274 192/342 -

Trial registration 471274 11/342 —
0.2 0.5 5
Favours Favours
non-endorsing endorsing

Risk ratio (95% CI)

1.53 (1.22 t0 1.92)
1.48 (1.28 0 1.72)
1.63 (1.37 t0 1.94)
1.59 (1.27 t0 1.98)
1.75 (1.33 t0 2.30)
1.53 (1.17 t0 1.99)
2.05 (1.58 to 2.68)
1.30 (1.17 to 1.44)
1.22 (1.08 t0 1.38)
5.33(2.821t010.08)

Fig 3| Differences in reporting of methodological items between CONSORT endorsing and non-

endorsing journals in 2006

page 6 of 8
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CONSORT impact

Title and Abstract ] 115 0897 136
Introduction 5 1.06 1.01 1.1 L4
Participants ] 117 091 1.50
Interventions & 1.00 096 104
Objectives 4 1.00 096 1.04
Outcomes 7 126 099 1.60 ———
Sample Size 10 1684 119 226 —_——
Sequence Generation 13 160 142 181 —_—
Allocation Concealment 15 183 134 250 —_—
Implementation ] 290 0.74 11.40 >
Blinding 8 125 1.01 154 ——
Statistical Methods g 1.02 089 1.18
Participant Flow 15 124 101 153
Recruitment 5] 084 079 114
Baseline Data 5 1.08 097 1.21
Numbers Analysed 1" 1.24 101 153
Outcomes and Estimation 5 1.00 098 1.04
Ancillary Analysis 3 099 059 166
Adverse Events 8 147 091 150
Interpretation 3 1.00 096 1.04
Generalizability 3 1.08 083 1.4
Ovwerall Evidence 2 083 078 1.1 1
0.5 1 2
Does Not Favour Favours
CONSORT CONSORT

] OHRI}Z) IRHO o——
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STROBE impact

e Systematic review of evaluation studies of 101 reporting
guidelines

e 97 RGs not evaluated (using rigorous comparisons)
» Very few existing evaluations

« Each assessing completeness of reporting of a small
number of studies

« 2 evaluations of STROBE
« BA [all items]
« Endorsing versus non endorsing [subset of items]

J OHRI'§> IRHO o——
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STROBE checklist items Numberof — Numberof oo {99% CI) Risk ratio and 99% CI (Random)
evaluations  studies

Title ar Abstract 1 20 1.22 (0,12, 12.30)
Abstract 1 20 0.98 (066, 145) - T
Introduction - Background and rationale 1 20 1.00 (073, 1.28) -IT—
Introduction - Ohjectives 1 20 086 (081, 145 [
M ethods- Study design 1 20 089 (061, 1.29) T
Methods- Setting, location, dates 1 20 1.83 (056, B6.01)
M ethods- Participants eligibility 1 20 0.89 (061, 1.29) T
M ethods- Participant matching 1 15 1.00 (0.38, 2.82)
Methods- Cutcome, exposure, other variahles 1 20 076 (0.31, 1.88) ————
Methods- Data sources and measurement 1 20 0488 (066, 145) -t
Methods- Addressing sources of hias 1 20 081 (011, B6.13)
Methods: - Study size 1 20 1.83 (056, B.01)
Methods- Handling of quantitative variables 1 20 086 (0.81, 145) [ E—
Methods- Statistical methods 1 20 1.07 (085, 2.08) 1
Methods- Subgroups and interactions 1 20 4.88 (0.35, B8.31)
Methods- Loss to follow-up, matching, sampling 1 14 074 (010, 5.486)
Methods- Sensitivity analyses 1 20 244 (013, 45.89)
Fesults - Participant flow 1 20 1.09 (083, 1.79) 1
Results - Feasons for nonparticipation 1 20 380 (D.06,212.23)
Results - Flow diagram 1 20 6.00 (0.13,277.33)
Results - Participant characteristics 1 20 183 (0.75, 3.83) -/
Results - Missing data 1 20 6.00 (0.13,277.35)
Results - Follow-up time (cohort studies) 1 5] 1.00 (044, 2.208) I
Results - Qutcome data 1 20 086 (0.61, 1.458) I
Results - Estimates and precision 1 20 088 (037, 1.25) e
Results - Boundaries for continuous variable categories 1 20 041 (0.03, 5.43)
Results - Translating relative into absolute risk estimates 1 18 041 (0.01, 19.77)
Results - Other analyses 1 20 0492 (0.19, 4.48)
Discussion - Key results 1 20 1.00 (0.78, 1.28) 1T
Discussian - Limitations 1 20 1.34 (080, 2.24)
Discussion - Interpretation 1 20 1.09 (0.78, 1.53) -IT—
Discussion - Generalizahility 1 20 088 (0BT, 1.29 T
Other - Funding 1 20 140 (072, 272) D En—
01 0.2 0.5 1 2 5 10
Favours Favours
non-endorsement endorsement

] OHRI;)IRHO -~
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STROBE Checklist tems Humber of Humberof RRE (9%% Cl)

evaluations studies

Risk ratio and 99% CI {Randomi)

T or Al iract 1 [N 040 DoE, 205 =
Algtract 1 [y 102 003, LS -1
Intrceinction - Backg roned awdl ratosak | [N 102 0E2, 1.6 -T-
Intrceincton - Oljectves 1 [y 10s 0ad, 185 I
Methcek - Simcky ces kg 1 N 0oF DEE, 125 T
Methcck - Setteg, cation, daks 1 I 105 03, 200 I h—
Methich - Particpant e i Dy 1 [y [ B B /1 -1
Methcel - Partizpant match g | 2l 1530 0, LG -1
Meticek -Ovbome, expogag, oter varkbks 1 [ 088 D=, 205
Metick - Data sonrces and measvemant 1 [N 081 DET, 126 1
Methock - Acklress ng sonmces othlas 1 [y 08E s, 48T
Methcek - Stk 5 ke 1 [y 155 013, 345 N
Meticek - Handllng of o vantfiative varlaks 1 [N 0EZz e, 150 1T
Methek - Statktcal methok 1 7 Os2 e, 150 .
Methcck - Sabgronps and vl ractons 1 I 12F S, LE5G
Meticels - Loss 10 Tolkow-ap, 3tk g, am pllig 1 42 OF1 @AL, LTE
Meticck -2 as M By anakyies 1 N 121 019, 755
Feinle - Partcipant flow 1 I (R I VI P c i
Eeinle - Reaiond wor soapartcpation | [N O8F o0 1200
Fesnfe - Flow dlsdram 1 [y 281 D A
Fesnle - Parbcipant chaack ikt 1 N 151 059, 26T —
Fesnle - MEs g data 1 [N 070 i3, 385
Resnfe - Follow-ap tn e cobort smadikss 1 10 105 056, 205 I E—
Fesne -Oncome data 1 N 0585 DS, 1536 T
Fegnle - Ectimaks and preck | I QA2 DS, 1535 —_—1
Resnte - Bonwcdarks forcontoons varkbk cakegorks i ' 049 D0l 6T =
Fesnfe - Trans lated] relatve o Aol rhk eitinaes 1 kS 104 002 6155 = >
Feznte - Other anakses 1 [ 123 030, 503
DEchsskon - Fey minle 1 [N oEm a2 -1
O kchEs o - Lim Hations 1 7 1531 (105, 205 _—
Dkcass ko - e pretaton 1 I 126 058G, 170
O kchzs b - Ge e ralzablity 1 [y 1.35 0EE, 200 T
Other - Faucdhg 1 N 147 058G, 233 T
[N} 0.2 0.3 2 3 L}
Favours Favours
non-endorsement endorsement
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PRISMA impact

 No evaluations of PRISMA

J OHRI})) IRHO o——
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Does Journal Endorsement of Reporting Guidelines Impact

the Completeness of Reporting of Health Research?

A Systematic Review

Adrienne Stevens, Larissa Shamseer, Erica Weinstein, Fatemeh
Yazdi, Lucy Turner, Justin Thielman, Douglas Altman, Allison
Hirst, John Hoey, Anita Palepu, Iveta Simera, Kenneth Schulz,
David Moher

(CANADA, UNITED STATES, UNITED KINGDOM)

. OHRI})IRHO —
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What do these results mean?

Fidelity of endorsement unknown
- difficult to measure

Endorsement, as defined in this review, is a weak and
Inconsistent intervention

e Strong & unambiguous endorsement needed

* Implementation needs to be a component of
endorsement

An experimental study of the effect of endorsement is
needed (no trials included)

] OHRI§) IRHO o——
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Other types of impact - peer review

* Reporting guidelines BM]

BM.J 2011;343:06783 doi: 10.1136/bmj.d6783 (Published 22 November 2011) Page 1of 11

provide gUidance to [
authors, peer reviewers RESEARCH
and edltors On essentla Effect of using reporting guidelines during peer review

on quality of final manuscripts submitted to a

| nfo rmation th at s h ou I d biomedical journal: masked randomised trial
OPEN ACCESS
b e I n C | u d e d I n a St u d E Cobo senior statistics editor and senior statistical lecturer' *, J Cortés statistical researcher’, J M
Ribera general secretary and chief of clinical haematology department'**®, F Cardellach general

secretary and professor of internal medicine'®, A Selva-O’Callaghan editorial committee member
and senior lecturer in internal medicine'*’, B Kostov statistical researcher °, L Garcia statistical

re O rt researcher®, L Cirugeda statistical researcher’, D G Altman professor of statistics in medicine'®, J
A Gonzélez senior statistical lecturer®, J A Sanchez senior statistical lecturer®, F Miras statistical

researcher®, A Urrutia editorial committee member and senior lecturer in internal medicine'**, V

Fonollosa editorial committee member and professor of internal medicine'*’, C Rey-Joly current

.
Y I h e | I S e Of re p O rtl n g editor and professor of internal medicine'**, M Vilardell editor in chief and professor of internal
medicine’*”

"Medicina Clinica, Elsevier-Barcelona, Barcelona 08021, Spain; *Universitat Politécnica Catalunya, Barcelona; *Universitat Autanoma de Barcelona,

] L L
Barcelona; *Hospital Germans Trias | Pujol, Badalona, Spain; %José Carreras Leukaemia Research Institute, Catalan Institute of Oncology, ICO,
I I I Badalona; *Universitat de Barcelona and Hospital Clinic, Barcelona; "Vall D'Hebron Hospital, Barcelona; *Primary Health Care Center Les Corts

GESCLINIC, Barcelona; Centre for Research in Environmental Epidemiology, Barcelona; ““Gentre for Statistics in Medicine, University of Oxford,

Oxford, UK
] . =
r ‘ V I ‘ W I 3 a 3 S O C I at e d Abstract groups as reviewed. Adherence to reviewer suggestions assessed with
Objective To investigate the effect of an additional review based on Likert scale.
reporting guidelines such as STROBE and CONSORT on quality of Results Of 126 consecutive papers receiving conventional review, 34

manuscripts. were not suitable for publication. The remaining 92 papers were allocated

. .
Design Masked randomised trial. ta recsive conventional reviews alone (n=41) or additional reviews (n=51)
Four papers assigned to the conventional review group deviated from
Population Original research manuscripts submitied to the Medicina . P |an 9 AR o : i y
Clinicajournal from May 2008 to April 2009 and considered suifablefor P00 Loy recetved an addiional review based on raporing

publication guidelines. We saw an improvement in manuscript quality in favour ot

the additional review group (comparison as allocated, 0.25, 95%

. .
Intervention Control group: peer lane. confidence interval -0.05 to 0.54; as reviewed, 0.33, 0.03 o 0.63). More
group: conventional review plus an addtional review looking for missing  papers with additional reviews than with conventional reviews alone
items from reporting guidelines. improved from baseline (22 (43%) v eight (20%), difference 23 6% (3.2%

Outcomes Manuscript quality, assessed with a 5 paint Likert scale 10 44.0%), number needed to treat 4.2 (from 2.3 to 31.2), relative risk.
(primary: overall quality; secondary: average quality of specificitemsin  2.21 (1.1010.4.44)). Authors in the additional review group adhered more
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