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Disclaimer
I am not accusing anyone of fraud or other forms of misconduct. 
A study might be ‘problematic’ or ‘untrustworthy’ due to honest 
errors. 
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3 out of 5 trials 
subsequently identified 
as fake. 

Suggested impressive 
benefit on mortality 
due to fraudulent 
trials.

3 of 27 trials from one 
investigator suggested to 
be implausible (huge 
effects, no attrition).



Systematic reviews: Fake data to patient care pipeline

2 2 3

Attempt to identify all RCTs on 
the review topic

• Problematic trials will be 
included

Critically appraise study 
methodology, include in 

meta-analysis

• Assess risk of bias

• But do not consider 
authenticity

• Many (not all) fake trials 
report sound methods

Make conclusions, 
recommendations, on 

basis of evidence

• SRs seen as gold standard

• Included in guidelines

• Influence patient care
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• Do not include studies until serious concerns about trustworthiness have been resolved.

• How do we define ‘trustworthiness’?

• How can we identify problematic studies?

https://bit.ly/3SsJO9F


INveStigating ProblEmatic Clinical Trials in Systematic Reviews

Aim: To develop a tool for identifying problematic randomised controlled trials in the context of health systematic 
reviews.
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Participants needed: Contact Jack Wilkinson 
jack.wilkinson@manchester.ac.uk   or           @jd_wilko
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Domain Number of checks

Inspecting text and publication details 4

Inspecting results in the paper 10*

Inspecting the research team and their other work 4

Inspecting conduct, governance and transparency 8

Total 26

Checks with strong support following the Delphi survey:

I will demonstrate one check from each domain here 

* 13 checks reduced to 10 after combining similar checks.
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Domain 1: Inspecting text and publication details
Has the study been retracted or does it have an expression of concern?

Online version has link to Expression of concern for several articles, including this one (not very prominent!):



Domain 2: Inspecting results in the paper
Are the means and variances of integer data impossible?



• Apgar score is a variable which only takes integer values (1,2,3,4,5,6,7,8,9,10).

• The highlighted values cannot occur for the group sizes in the study.

Domain 2: Inspecting results in the paper
Are the means and variances of integer data impossible?



Hypertensive disorders

Caesarian deliveries • Karamali 2018 is another trial 
from same group.

• Almost identical risk ratios in 
the two studies (2 here, 
several other outcomes have 
identical effect estimates).

Are the results in multiple 
studies from the same author 
implausibly similar?

Domain 3: Inspecting 
the research team 
and their other work



Domain 4: Inspecting conduct, governance and transparency

Are details such as dates and study methods in the publication consistent 
with those in the registration documents?

• Retrospective registration, with various inconsistencies (e.g. recruitment period 6 months vs 1 
month)

• Description of the control arm differs between paper and registration (later changed to match):



Domain Check Result

Inspecting text and publication details

Has the study been retracted or does it 
have an expression of concern?

There is an expression of concern for 
this article 

Inspecting results in the paper

Are the means and variances of integer 
data impossible?

Yes, there are impossible means and 
variances for Apgar scores

Inspecting the research team and their 

other work

Are the results in multiple studies from 
the same author implausibly similar?

Yes, results essentially identical in 
another RCT from this team, across 
multiple measures

Inspecting conduct, governance and 

transparency

Are details such as dates and study 
methods in the publication consistent 
with those in the registration 
documents?

No, there are various discrepancies with 
the trial registration, even though the 
study was retrospectively registered.

Applying checks identified during INSPECT-SR process would suggest that this is a 
problematic study.



Some closing remarks

• INSPECT-SR is being developed in collaboration with Cochrane, with a large, 
international expert advisory panel.

•  Developed using empirical evidence and an international consensus process. 

• 76 trustworthiness checks have been evaluated, resulting in a working list of 23.

• The tool guides the reviewer through a series of checks to help them make a 
judgement about trustworthiness, and to articulate the basis for that judgement.  

• If you’d be interested in testing during a systematic review of RCTs (new or update, 
Cochrane or otherwise) and providing some feedback contact 
jack.wilkinson@manchester.ac.uk  

mailto:jack.wilkinson@manchester.ac.uk


Links and resources

• Protocol paper: tinyurl.com/3jrx8p7v

• Stage 1 preprint: tinyurl.com/4wux7bns

• List of supported checks: tinyurl.com/nhe454ue

https://tinyurl.com/3jrx8p7v
https://tinyurl.com/4wux7bns
https://tinyurl.com/nhe454ue
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