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1. Rationale of the study
The importance of adequate reporting

• Inadequate reporting is one of the main problems associated 
with avoidable waste in research [Glasziou & Chalmers 2009]

• Transparent reporting is essential
– To allow readers judge the reliability and validity of the study methods and 

findings
• If reporting is inadequate, the findings cannot inform clinical practice!

Reporting guidelines (RGs): Sets of recommendations 
to adequately report research methods and findings.
• Most consolidated RG: CONSORT – for randomised controlled trials (RCTs)
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The importance of adequate reporting

Example – CONSORT Item 8a:“Method used to generate the 
random allocation sequence”

• Adequate reporting: “Randomization sequence was created using Stata 
9.0 (StataCorp, College Station, TX) statistical software and was 
stratified by center with a 1:1 allocation”

• Inadequate reporting: “Participants were randomly assigned to one of 
two parallel groups, in a 1:1 ratio”

• Problem: low author adherence to CONSORT (despite it 
has been shown to improve reporting!)
– Reasons: lack of editorial enforcement, lack of training for 

authors…
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How do biomedical journals encourage adherence to CONSORT?

• Most popular action: Requirement for authors to provide a completed 
CONSORT checklist indicating page numbers where items are addressed

• Problem: Inconsistencies between the checklist and the manuscript
– Authors wrongly claiming to have adequately reported certain items (and 

editors ignoring it!)
• Why not to systematically check this during peer review and provide feedback to authors?

• OUR STUDY!
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• Objectives: To investigate the impact of the following 
intervention:
1. Assessing during peer review the consistency between the fulfilled 

CONSORT checklist submitted by authors and the information that 
was actually reported in the manuscript, and

2. Write a peer review report asking authors for changes in relation 
to the inconsistencies found.

• Trial design: Two-arm parallel group, randomised trial.

• Study setting: Peer review process of BMJ Open.  

• Eligibility criteria: RCTs submitted to BMJ Open that pass 
the first editorial filters and undergo peer review.
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2. Design of the study

Intervention
arm

Control arm

Manuscript flow
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This report shows the results of an evaluation of the consistency between the CONSORT 
checklist you submitted and the information that was reported in the manuscript.

Please, make the following revisions:

• For CONSORT Item 11a (“If done, who was blinded after assignment to interventions 
and how"), please specify in “Trial design and setting” who was blinded in the study 
and do not just state that it was a double-blind randomised trial. 

 Example: “Whereas patients and physicians allocated to the intervention group 
were aware of the allocated arm, outcome assessors and data analysts were 
kept blinded to the allocation”

• For CONSORT Item 13b […]

2. Design of the study

Real example of peer review report of one of the included papers 



• Sample size: 24 papers (recruitment from Dec 2018 – May/June 2019)

• Screening and randomisation procedures 
– Daily screening of submissions to BMJ Open 
– Shiny app used to randomise eligible papers

• Primary outcome: Proportion of adequately reported items in the first 
revised manuscript.
– Difference of means between the two groups & two-sided 95% CI

• Outcome assessment: In duplicate by two blinded reviewers with 
extensive experience on reporting and methodological issues of 
randomised trials

• Trial registration (in Clinicaltrials.gov) 
– To prevent publication bias
– To prevent outcome switching
– Track the progress of the trial (e.g. recruitment status)
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3. Final considerations

• Expected advantages:
1. Peer review process more sound and able to detect reporting

deficiencies

2. Increase of authors awareness on reporting issues

3. Research methods and findings more transparent and reproducible 

• Possible drawbacks:
1. Time-consuming intervention

2. Requires great editorial efforts & coordination

3. Difficult to generalise to other study designs - other Reporting
Guidelines are well less used than CONSORT
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