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Background
Inadequate methods and incomplete reporting of interventions in randomized controlled trials (RCTs) can 
prevent the transposition of research in practice which leads to research waste. Failure to document 
critical elements of RCTs can result in inaccurate assessments of findings and might lead to wrong 
clinical decision-making.

Objective
The primary objective was to evaluate the trend in the risk of bias (RoBs) assessment reporting in 
pediatric RCTs published in 2007, 2012 and 2017.

Methods
We performed a methodological review of a representative sample of randomly selected 900 child health 
RCTs, using three sets of studies previously identified by our team from the Cochrane Central Register of 
Controlled Trials. Each set consists of 300 trials published in that cohort. Two reviewers used the 2010 
Cochrane RoB tool to assess the primary outcome of the seven RoB domains, with low risk scored as 1, 
unclear scored as 2, or high scored as 3. Cuzick’s test was used to assess the trend across the ordered 
groups in the three cohorts.

Results
We found significant trend decreases in 5 out of 7 (71.4%) RoB domains (from relatively higher risk to 
relatively lower risk) in the selected RCTs published in the three studied cohorts (figure 1). Significant 
trend decreases were observed in random sequence generation (p<.001), allocation concealment 
(p<.001), selective reporting (p<.001), other bias (p<.001) and overall RoB (p<.001), and blinding of 
participants and personnel (p<.05) but those in the remaining two RoB domains (blinding of outcome 
assessors (p = .54) and incomplete outcome data (p=.92)) were not significant (table 1).

Conclusion
Though improvements with respect to most of the RoB domains were observed, the present study has 
clearly identified the key design elements that need further improvement. To conclude, optimizing the 
design, conduct, and reporting of pediatric trials may help reduce research waste.
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