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What is the 
other 
problem? 
Defining a 
problematic 
study

• “Any published or unpublished study where there are 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 
formally retracted” (Cochrane)

• Does not consider intent
• Focus is on problematic studies, not researchers
• Includes different manifestations of problematic studies, 

including fabrication, falsification, image manipulation, 
research misconduct, ethics misconduct, detrimental or 
questionable research practices, plagiarism, duplicate 
publication and author misconduct

• Is different from risk of bias

3https://bit.ly/3SsJO9F 

https://bit.ly/3SsJO9F


Conducting 
the review 

Policy

• DO NOT include retracted 
studies in the review

• DO NOT include problematic 
studies in the review (unless 
problems are resolved)

Implementation challenges

• Identifying retractions
• Guidance in Cochrane 

Handbook, Problematic 
studies implementation 
guide, Retracted studies 
implementation guide

• Identifying problematic 
studies

4



What happens when a 
paper is retracted 
AFTER a review is 
published?

• Editorial note
• Update review (Cochrane)
• 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.



Decision 
Flowchart 
for 
retracting a 
review

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?  When the studies are removed, 
does the effect estimate and / or variability change?

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 

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, or GRADE)



How big is the other 
problem? Prevalence of 

problematic studies
• 2-80% - depends on population 

studied, method used to detect 
problematic studies

• May affect the effect estimates and 
certainty of systematic reviews
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“large reductions in 
death are possible” 
suggested impressive 
benefit on mortality

Research integrity 
assessment applied and 7 
out of 18 eligible trials 
excluded. Remaining 11 
trials showed no beneficial 
effect



How do we identify 
problematic studies?

Qualitative 
research

Scoping 
review

Existing 
methods lack 

testing, 
consensus, 

sharing

Risk of false 
accusations 
with severe 

consequences
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‘‘We became aware that they 
will start using the
questions we give them as 
information about what
we are looking for and then 
they will start clearing
that up in any new submissions 
that are coming
in.’’ [P14, publishing industry]

Parker L, Boughton S, Lawrence R, Bero L. 
J Clin Epidemiol. 151:1-17; 2022 



INveStigating ProblEmatic Clinical Trials in Systematic 
Reviews

An editable template and detailed guidance: https://osf.io/b74wj/files 



Stage 1: Assemble list 
of checks (previous 
studies, new survey 
of 71 experts): 76 
checks identified

Stage 2: Apply list of 
checks to 95 RCTs in 

50 Cochrane Reviews 
(feasibility, impact)

Stage 3: Delphi survey 
of 158 experts and 

users (26 checks are 
backed by broad 

consensus)

Stage 4: Consensus 
meetings (which 

checks to include, 
and how: draft tool 

with 21 checks)

Stage 5: Testing in the 
production of new 
systematic reviews 

(user feedback, 
refinement)

Aim: To develop a tool for identifying problematic randomised controlled trials in the 
context of health systematic reviews



Inspecting post-publication notices

3 checks

Inspecting conduct, governance and 
transparency
5 checks

Inspecting text and figures

2 checks

Inspecting results in the study

11 checks

Overall domain judgement: 
No concerns, some concerns, 

serious concerns

Overall domain judgement

Overall domain judgement

Overall study judgement:
No concerns, some 

concerns, serious concerns

Overall domain judgement



• Searchable, open archive of research integrity 
investigations using INSPECT-SR

• Training

• INSPECT-AI:  AI/LLM implementation of parts of 
INSPECT-SR

• INSPECT-SR IPD:  for Individual Patient Data

• INSPECT-SR OBS:  for studies with observational 
designs

• INSPECT-SR JR:  for journal editors
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More to do



Systematic 
reviewers ….
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1. Can control the content of their review and are 
therefore obligated as authors of the review to 
produce an unbiased, trustworthy evidence 
synthesis. 

2. Should use standardized, tested methods to 
identify problematic studies and exclude them 
from reviews. 

3. Should proactively share their investigations with 
other actors in the publication pipeline to trigger 
further action by other parties who have a stake in 
funding, creating, and publishing research.

Journal of Law, Medicine & Ethics (2025), 1–6
doi:10.1017/jme.2025.34



Thank you!

For more information:

Lisa Bero, PhD

lisa.bero@cuanschutz.edu
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