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Testing for the Presence ot Positive-Outcome Bias
in Peer Review Arch Intern Med. 2010;170(21):1934-1939

A Randomized Controlled Trial

Gwendolyn B. Emerson, MD; Winston J. Warme, MD; Fredric M. Wolf, PhD;
James D. Heckman, MD; Richard A. Brand, MD; Seth S. Leopold, MD
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Research Letter
September 27, 2016

Single-blind vs Double-blind Peer Review
in the Setting of Author Prestige

Kanu Okike, MD, MPH'; Kevin T. Hug, MDZ?; Mininder S. Kocher, MD, MPH3; et al
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Impact of peer review on reports of randomised trials
published in open peer review journals: retrospective
before and after study

& , =4  =07985 +%
4 '03385<



62

% D 0#-@ D
- .
78 /68
2.8 .8
228 /8
/=8 /=8

2/8 2/8




$ L %
%

Timing and Completeness of Trial Results Posted at
ClinicalTrials.gov and Published in Journals
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Use of Trial Register Information during the Peer Review

Process
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Annals of Internal Medicine

CONSORT 2010 Statement: Updated Guidelines for Reporting Parallel

Group Randomized Trials
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Hopewell et al. BMC Medicine (2016) 14:199
DOI 10.1186/512916-016-0736-x

BMC Medicine

Impact of a web-based tool (WebCONSORT) @

to improve the reporting of randomised

trials: results of a randomised controlled trial

Sally Hopewell'%*", Isabelle Boutron®*, Douglas G. Altman?, Ginny Barbour®, David Moher®, Victor Montori”,
David Schriger®, Jonathan Cook? Stephen Gerry?, Omar Omar?, Peter Dutton?, Corran Roberts?, Eleni Frangou?,
Lei Clifton?, Virginia Chiocchia?, Ines Rombach?, Karolina Wartolowska®, and Philippe Ravaud**
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Manuscripts registered on
WebCONSORT (n=357)
Excluded (n=33)
» Two journals declined to
participate (n=33)
Manuscripts randomised
(n=324)
Allocated to WebCONSORT (n=166) Allocated to Control (n=158)
Received allocated intervention (n=166) Received allocated intervention (n=158)
Did not receive allocated intervention (n=0) Did not receive allocated intervention (n=0)
Included in final analysis (n=94) Included in final analysis (n=103)
Excluded from analysis (n=72) Excluded from analysis (n=55)
# Not randomised (n=59) ¥ Not randomised (n=47)
# Duplicate manuscript entry (n=6) » Duplicate manuscript entry (n=4)
# Author declined to resubmit manuscript ¥ Author declined to resubmit manuscript
(n=3) {n=1)
# lJournal policy change (n=1) »  Editor withdrew offer to resubmit
» Could not obtain manuscript (n=3) manuscript (n=1)
¥ Could not obtain manuscript {n=2)
Fig. 2 Flow of manuscripts registered on the WebCONSORT study website
A A
r ™
WebCONSORT Control Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total IV, Fixed, 95% Cl IV, Fixed, 95% CI
1.1.1 Primary outcome
Overall score 051 02 94 047 02 103 0.04[0.02 010 T
1.1.2 Secondary outcomes
CONSORT 059 0.22 94 056 023 103 0.03[-0.03 0.09 b
Cluster extension 024 032 10 018 027 9 0.06[-0.21,0.33] t
Mon-inferiority extension 04 032 9 023 0.23 8 017[0.09,043]
Pragmatic extension 028 0.1 20 0.2 023 16 0.08 [-0.07,0.23] —
Mon-pharmacologic extension 017 025 43 014 022 50 0.03[-0.07,013] e
Acupuncture extension 08 028 2 1] 1] 1] Mot estimable
Herhal extension 01 014 2 012 043 13 -0.02[-0.23,0.19] —Hh
I } ! |
-0.5 -0.25 0 : 0.5
Favours Control Favours WebhCONSORT
Fig. 3 Comparison of overall mean score between WebCONSORT and Control interventions (n = 197 manuscripts)
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Blanco et al. Trials (2018) 19:80
DOI 10.1186/513063-018-2475-0 Trlals

Are CONSORT checklists submitted by L
authors adequately reflecting what

information is actually reported in

published papers?

David Blanco'*'®, Alice M. Biggane®®, Erik Cobo' and MiRoR network
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CONSOHT item number

Fig. 1 Reporting inconsistencies found for the six papers that used the appropriate CONSORT checklist
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Title
Introduction

Methods
Participants
Interventions
Outcomes
Sample size
Randomisation
Blinding

Statistical methods

Results

Invite a reviewer Export paper

Description of trial design (such as parallel, factorial) including
allocation ratio
Please report:

* The type of trial design (parallel group)

* The conceptual framework (superiority, non-inferiority,
equivalence, other)

» The allocation ratio

* Any other pertinent information (for drug development (phase
1,2,3), other)

Yz

Important changes to methods after trial commencement (such as

alinihilityvs eritaria) with raacnne

Export paper with Consort Items

Example

"This was a multicenter, stratified
(6 to 11 years and 12 to 17 years
of age, with imbalanced
randomisation [2:1]),
double-blind, placebo-controlled,
parallel-group study conducted
in the United States (41

sites).” (Blumer et al., Pediatrics
2009)
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DCH 10.1186/512916-015-0395-3 BMC MEdicinE
RESEARCH ARTICLE Open Access

The most important tasks for peer reviewers e
evaluating a randomized controlled trial are not
congruent with the tasks most often requested by
journal editors

Anthony Chauvin®", Philippe Ravaud'**, Gabriel Baren'~, Caroline Barnes®* and Isabelle Boutron'*f
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Percentage of participants rating the task
in the first tertile (n = 203)

Percentage of journal requesting the task

(n=171)
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To evaluate the risk of bias of the trial 5
delarmine Ty L concClusion
bmmﬂuﬂ}\r‘s}a - P

To evaluate the adequacy of statistical analyses
To evaluate if the control group is appropriate
To check if all cutcomes are adequately reported 4

To evaluate the relevance of the primary outcome(s)

0 search for any altempl 1o distort the presentation
ﬂ anmmabonvo? g

To avaluate the reliability and validity of the outooma 2
measures

To evaluate the importance of the study

To evaluate if the abstract conclusion is consistent with

thes results

To evaluate if the discussion is consistant with

the results

To check if all adverse events are adequately reported 1]
Ta check il the intervention is described with enough
deuislﬂagwmpﬁnam

To check that limitations are adequately reportad

To evaluate the of the selection of

participants and dwgam-w 8
To for any inconsistencies or emors in the
m‘?’lﬁm Y 2

To evaluate the novelty of the study

To check the sample size calculation

To check if the authors. all important outcomes
and adverse evants in abstract o

To discuss the results in relation to other studies
To evaluate if the manuscript can ba suspected of fraud?

To provide recommendations on publication

‘I&cmcl;kﬂal figures and tables are consistent with

To evaluate clarity of presentation
To check if the study reported ethics review board
approval

Tasoarmturplaﬁammmimaﬁonilmm!
d in the trial protocol when [

Tadbﬂﬂmeamwmslhwmlmm
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To evaluate all appendices whan availabla T
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references |9

gures and tables can be understand

17

ar
ar

45

43

49

57

[

76




%

0 # <

7 #



[< #

%0

0 # -

Peer-Reyiew report
Dear Authors,
Please note that the completeness of reports of your manuscript has been assessed and some
essential information is missing. We have summarized below the list of missing information that should
be reported before sending your manuscript to our external peer review.
Should you need any further information, please do not hesitate to contact us.
Sincerely.
Primary Outcome(s
- Please could you clearly report which outcome is the primary outcome (i.e., the pre-specified

outcome considered to be of greatest importance and usually used in the sample size calculation)
- For the primary outcome please clearly report the following information

e - The variable of interest (e.g., pain, Beck Di y score, all,gause.mortality)
e - How the variable of interest was measured (e g., VAS, Beck depresession, Inventory Score)
e - The analysis metric (e.g., change from baseline, final value, time to event)
e - The summary measure for each study group (e.g., mean, proportion with score > 2)
e - The time point of interest for analysis (e.g., one hour, 3 months)
* - How the outcome was assessed (e.g., EVA)

Participant flow

- Please report a flowchart

In the flow diagram or in the text, please report:

* - Number of participants lost to follow-up with reasons in each group
e - Number of participants analyzed for the primary outcome in each group

Outcomes and estimation
For the primary outcome, please report:

e - The precision for difference between groups (e.g., 95% CI)

Harms,
Pleass weart:

e - For each group, the number of participant withdrawals due to harm
e - Results in each group for each adverse event type (mean (SD) or number of event/n)

Registration

- If you registered your protocol, please reported the registration number. If you did not register your
protocol, please give your reasons.
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Stepped-wedge RCT

STEPS (Cluster or b
Group of Clusters) 1 2 3 4 5 6
1
. 2
Intervention Control 5
4
5
- Exposed to intervention - Unexposed to intervention
Outcome Outcome
assessment assessment

Mean number of items reported per abstract

Time series analysis

02 4 6 8 101214 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48

Month

Active implementation
(Lancet, Ann Intern Med)

Level change: p = 0.0035
Trend change: p = 0.0154

Paired study design

Usual
process

Intervention
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