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Abstract

Introduction: In order to avoid bias in systematic reviews (SRs), the accuracy in selection of risk
of bias (RoB) assessment tools is essential to obtain highest level of evidence for evidence-based
decision making in health care. We aimed to review how ‘CONSORT statement’, as a reporting
quality of randomized controlled trials, has been misused in recent SRs as a ROB tool.
Methods: A mini-review was performed in international databases including PubMed, Google
Scholar and hand-searches for published and unpublished literature from 2000 to 2021 and
written in English. The following keywords: risk of bias, “Consolidated Standards of Reporting
Trials”, CONSORT, “systematic review” were used. Citations were screened and those meeting
our inclusion criteria were retained.

Results: A total of 11 SRs were identified that misused CONSORT as a ROB tool, four of which
were used only CONSORT as ROB tool. Different authentic magazines from various countries
were recognized.

Conclusion: The CONSORT statement aims to increase clarity and consistency of transparency
of reporting in randomized controlled trials. It is quite essential to draw the attention of SR
researchers, journal editors/reviewers as well as the reading audience to the fact that CONSORT

statement CONSORT statement is not a ROB tool.

Introduction

Risk of bias (RoB) assessment supports establishing
transparency of evidence synthesis and promoting the
dissemination of robust evidence through systematic
reviews (SRs).! Some of the RoB tools are general tools
and some are developed for assessing RoB in specific
study designs i.e. case-control studies.>*

Regarding RoB, two other terms namely quality of
conduct (QoC), and quality of reporting (QoR), are also
used for appraising studies. Here we want to discuss a
misunderstandings or lack of unanimous understanding
about these three terms.* Although these terms are highly
associated, they are not necessarily the same. A study
may have a high QoC, but low QoR and vice versa. There
may also be situations in which a study with low RoB
may suffer from poor QoR. Basically, QoC is closer to
RoB than QoR, but even these two are not necessarily the
same thing. Although experts often recommend a more
robust approach to the assessment of study methods that
focuses on the RoB rather than on quality per se,” the most
important issue would be to consider a suitable tool for
assessing the issue of interest either quality or RoB.

Based on our experience it seems there is not a
unanimous understanding of the three terms discussed
above among some review researchers. QoR is commonly

assessed by CONSORT tool.® Although, assessing QoR
with CONSORT alongside the use of RoB tools supports
a more comprehensive appraisal process,”® sometimes
misunderstandings or at least impreciseness may occur.
One such issue is to consider CONSORT as a Rob tool.

CONSORT improves the transparency of trial results.
Misreporting avoidable issues has been demonstrated to
impact the findings of SRs and meta-analyses, leading
to research inefficiency.’ Thus this study has aimed to
investigate how ‘CONSORT statement, as a reporting
quality of randomized controlled trials, has been misused
in recent SRs as a ROB tool.

Methods: A mini-review was performed in international
databases including PubMed, Google Scholar and hand-
searches for published and unpublished literature from
2000 to 2021 and written in English. The following
keywords: risk of bias, “Consolidated Standards of
Reporting Trials”, CONSORT, “systematic review” were
used. Citations were screened and those meeting our
inclusion criteria were retained.

Results
Here we present some examples of such a misunderstanding

in literature where some authors have inappropriately
used CONSORT as a RoB tool (Table 1).
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Table 1. Displays examples of published material which have listed CONSORT as a risk of bias assessment tool

Source impact

Author Review title Listed tools  Sample statements Locations g Source title
indicators
Lubans et g\fsy;ti?gzilzcrs\\;;fw ?(i tgﬁ;:z:in Studies were assessed for ROB using Q3 Child and
alo phy 1y programmes O cONSORT  criteria adapted from the CONSORT Australia  SJR 2020=0.44  Adolescent
social and emotional well-being in .
2012 ) statement by two authors independently IF=1.439 Mental Health
at-risk youth
Journal of
;a;tl?lzzo ?Qgtz;co?g?:|nf?;::sdi:eiﬁh‘ A CONSORT  ROB within studies was assessed using Brazil SR 20(2)(])_1 79 Science and
physica Y ' and STROBE CONSORT and STROBE guidelines. - Medicine in
2016 systematic review IF=3.607
Sport
Foguet- Cardiovascular risk assessment Q1
Boreu et in patients with a severe mental STROBE and  The ROB was reported using STROBE Spain SR 2019=1.44 BMC
al” illness: a systematic review and CONSORT  and CONSORT criteria. P F=2 7704' Psychiatry
2016 meta-analysis T
The effectiveness of e-& mHealth
Muiller et interventions to promote physical . . Q1
al’ activity and healthy diets in CONSORT "¢ CONSORT checklist was used to United g2 9019=2.65 JBNPA
. ! . assess the ROB of the included studies. Kingdom
2016 developing countries: A systematic IF=6.714
review
Ié?:;ist et Heatenrqszr:si?ifvlae'n/t\mS stematic Analysis of the quality based on Djezl:irsrlfl z;d
P v A systematl CONSORT  CONSORT criteria showed that 10 Senegal IF=4.1 Y
al™ Review of Randomized Clinical . Oral Care
. articles were deemed to have a low ROB -
2016 Trials Medicine
Apart from the excluded study, no other
Fang et all’ Nonmotor Symptoms in CONSORT,  studies had a high ROB on STROBE/ United Q3 Int Rev
201g7 Amyotrophic Lateral Sclerosis: A STROBE and CONSORT checklists or a very low Kinadom SJR 2020=0.41 Neurobiol
Systematic Review GRADE quality of evidence using the GRADE 8 IF=2.627
criteria
Al- Does Surgical Crown Lengthening CONSORT Q1
Sowvah!e Procedure Produce Stable Clinical and The ROB of CCTs was assessed based on Saudi $JR 2019=0.89 ]
V8 Outcomes for Restorative Treatment? ~ Cochrane ~ the CONSORT statement. Arabia S Prosthodontics
2019 . IF=2.187
A Meta-Analysis Handbook
Global gene expression profile of The ROB and certainty of evidence Q1
Spitz et al'”  periodontal ligament cells submitted ~CONSORT  (CoE) were assessed using a modified Brazil SR 2020=0.7 Archives of
2020 to mechanical loading: A systematic  and GRADE  CONSORT checklist and the GRADE Fo1 5;9' Oral Biology
review tool, respectively. o
ROB of included studies was assessed. A
Tan et al® Cyfinoacry[ate Dermal (‘I[osur(? in CONSORT pre-specified set. of 17 items pelit[nent to ' Q1 Global Spine
2020 Spine Surgery: Systematic Review and STROBE the methodological rigor of the included  Australia SR 2020=1.4 Journal
and Pooled Analysis studies, as adapted from the CONSORT7 IF=2.683
and STROBE8 guidelines were recorded.
Pagaduan  Can Heart Rate Variability /:s s}:t;j?/nw;thh? IschgBOfBO-_Szvlvsitr}?ErzsgileiSm Q2 Journal of
etal” Biofeedback Improve Athletic CONSORT ROB angd 6-8gconside;red as havine low Australia ~ SJR 2020=0.74 Human
2020 Performance? A Systematic Review ' 8 IF=1.664 Kinetics

ROB (CONSORT, 2001).

Other than these overt examples of the issue, there
are also examples of ambiguity in RoB assessment
methodology or tools.?**® Moreover, some studies have
stated in their Abstract that RoB had been assessed using
CONSORT. However, the information provided in the
full text of the article was different from what stated in
Abstract.?*

Discussion: ~Although the review audience can
themselves judge how appropriate is it to use CONSOERT
as a ROB tool, as some of these articles are published in
good journals, it is quite essential to draw the attention
of SR researchers, journal editors/reviewers as well as the
reading audience to the fact that QoR and RoB are not
the same and separate specific tools should be used for
assessing each of them.

This mini-review tries to re-inform the scientific
audience, that although the quality reporting of clinical

trials is improved by the CONSORT tool, it may not be
reasonable to use CONSORT as an alternative for available
standard tools developed and validated for assessing RoB.

Conclusion

The CONSORT statement aims to improve clarity,
consistency, and transparency in reporting randomized
controlled trials. Researchers undertaking SRs should
thoughtfully select tools aligned with their objectives
to ensure reliability and foster trust in their published
tindings.
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tools designed and validated for assessing the ROB.
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