
Systematic Review of 

Methodological Quality of 

Infant Formula Trials



Dr Robert Boyle and Dr Bart Helfer









Delphi Consensus Guidance on BMS 
Trial Methodology

• Trial Ethics – Compliance BMS International Code of Marketing 
and WHO Resolutions

• Conflicts of Interest

• Trial Outcome Reporting – Including Statistical Considerations

• Composition of Experimental and Control BMS

• Recruitment Procedures and Participant Characteristics



Quantifying Bias

Primary outcomes
Found in the trial registry

VS

Key outcomes
Found in the abstract conclusion of paper 



Calculating Effect Size

Chinn S. A simple method for converting an odds ratio to effect size for use in meta-analysis. Stat Med. 2000;19:3127–31



PILOT STUDY

• Intervention formula contains a 
prebiotic, probiotic or symbiotic (~60 
trials)



Key outcomes 
– strongly 
favourable
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Higher RoB = 
more favourable 

key outcomes
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Inclusion of post 
hoc outcomes as 

key outcomes

1



Efficacy

Primary 1.2
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Full Systematic Review

• All trials of BMS: ~1000

• New and updated tools for analysis at outcome 
level:

• RoB 2.0
• TACIT: Tool for Addressing Conflicts of 

Interest in Trials 
• ROB-ME: Tool to evaluate selective 

outcome reporting
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