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EDITORIAL

- When beauty is but skin deep: dealing with

problematlc studies in systematic reviews

Stephanie L Boughton, Jack Wilkinson, Lisa Bero

Maternal, newborn and child health Multiple chronic conditions



Steps in a Cochrane review

Criteria for Screen Certainty

study Search U] studies for Data_ Risk of bias Synthesis of
. . studies . . extraction .
inclusion inclusion evidence

Define the
guestion

Protocols required since 1998
Published online only
Updating required



Conducting a
review

Policy

* |dentify retraction and
expressions of concern

e DO NOT include retracted
studies in the review

Implementation challenge

|dentifying retractions

* Guidance in Cochrane
Handbook, Problematic
studies implementation
guide, Retracted studies
implementation guide.
technological solutions



What happens when a
paper is retracted

AFTER a Cochrane
review is published?

e Editorial note
* Update review
* Retract review

COPE Guidance: editors should
retract a systematic review
publication if they no longer have
confidence in the results and
conclusions due to retracted or
corrected included studies.

e

‘.




Decision
Flowchart

Is the study/studies with an associated retraction an
included study?

Do any other included studies have an associated
retraction (or Expression of Concern)?

What is the scale of contribution of the study/studies with
an associated retraction?

Is the study/studies with an associated retraction included
in quantitative analysis? Which ones? Qualitative analysis?
Redo analysis. Effect on results?

Redo certainty of the evidence assessment without the
study/studies with an associated retraction. Effect on
Certainty?



Flowchart

implementation
challenges

Author resources and willingness to apply framework —
Cochrane does not publish updates without a new search or
using outdated methods

Does not distinguish between reasons for retractions

Specific thresholds will be contested [proportion of retracted
data contributing to analysis, “confidence changing” effect
estimates (direction, magnitude, certainty?], qualitative
synthesis, GRADE?

Developing way to publish editorial notes as citable items



When a retracted study is detected after review is
published...

7 N\

Search for Screen Data Certainty
studies for of

Criteria for
study
inclusion

Define the

studies . . extraction .
inclusion evidence

guestion

. v



* “Any published or unpublished study where there are
serious questions about the trustworthiness of the data
or findings, regardless of whether the study has been

W h at iS th e Ieq | formally retracted” (Cochrane)
problem?

Deﬂ Nin g d * Focus is on problematic studies, not researchers

" * Includes different manifestations of problematic studies,
p O b | €m at IC including fabrication, falsification, image manipulation,
research misconduct, ethics misconduct, detrimental or
guestionable research practices, plagiarism, duplicate '
publication and author misconduct
P 4

C 10

e Does not consider intent

study




* It’s everybody’s problem

* Prevention is the solution ..But.. In the meantime,
the literature is populated with problematic studies

Whose
problem is

Commercial
interests
(papermills)

. Academic
Institutions

Researchers




Role of
Systematic

Reviewers

Look across an entire body of evidence

Have the resources to apply research
integrity assessment tools

“Signaling” problematic studies can
improve the literature



How do we identify
problematic studies?

Qualitative Scoping

research review

Existing
methods lack
testing,
consensus,
sharing

Risk of false

accusations

with severe
consequences

“When we discovered those
two [fraudulent papers] ...it just
opened up the whole can of
worms, because it was the first
time | allowed myself to think
that somebody might actually
make up data.” [P27,
researcher]

Parker L, Boughton S, Lawrence R, Bero L.
J Clin Epidemiol. 151:1-17; 2022
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BM) Open Protocol for the development of a tool
(INSPECT-SR) to identify problematic
randomised controlled trials in
systematic reviews of
health interventions
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ABSTRACT

Introduction Randomised controlled trials (RCTS) inform
healthcare decisions. It is now apparent that some
published RCTs contain false data and some appear

1o have been entirely fabricated. Systematic reviews

are performed to identify and synthesise all RCTs that
have been conducted on a given topic. While it is usual
to assess methodological features of the RCTs in the
process of undertaking a systematic review, it is not
usual fo consider whether the RCTS contain false data.
Studies containing false data therefore go unnoticed

and confribute to systematic review conclusions. The
INveStigating ProblEmatic Clinical Trials in Systematic
Reviews (INSPECT-SR) project will develop a tool to assess
the trustworthiness of RCTs in systematic reviews of
healthcare-related interventions.

Methods and analysis The INSPECT-SR tool will be

Adovalnnad neoina avnart rnncancne in anmbinatinn weith

STRENGTHS AND LIMITATIONS OF THIS STUDY

= The tool is being developed using empirical evidence
and a large-scale international consensus process.

= Key stakeholders will be involved in the develop-
ment and dissemination of the tool.

= There is no gold-standard test for inauthentic stud-
ies, and so the tool will not be a diagnostic test for
fraud; rather, it will help the researcher fo make a
judgement about trustworthiness.

that ethical approval was not required for this project (30
September 2022), which incorporates secondary research
and surveys of professionals about subjects relating to
their expertise. Informed consent will be obtained from all
survey participants. All results will be published as open-
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