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 A rigorously developed, simply structured, and user-friendly instrument for assessing 
RoB of RCTs in SRs

 Led by team from McMaster University (Gordon Guyatt, Ying Wang, Romina 
Brignardello-Petersen, Reed AC Siemieniuk, and Dena Zeraatkar)

 International collaboration: panel included 19 experts (16 methodologists and 3 EBM 
educators) from 12 countries

 Criteria for selecting methodologists: first/last/corresponding author of at least one RoB 
methodological paper, and co-author of at least two other papers

    (most RoB methodological papers identified from references of existing RCT RoB instruments)
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ROBUST-RCT



 Aims to assess RoB of RCTs in the context of SRs

 A user-friendly instrument: item presentation simple and straightforward; making judgments 
not overly complex or difficult

 Bias: a systematic error or systematic deviation from the truth

 Assume systematic reviewers will use the GRADE approach to assess certainty of evidence

 Distinguish RoB from imprecision (random error), indirectness (applicability), publication bias, 
and reporting quality

 Currently addresses only individually randomized parallel group trials

 Not include items for the detection of fraud
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Ground rules for development  / Characteristics of ROBUST-RCT



Assembled panel
16 RoB methodologists, 3 EBM educators

Collected candidate items
Systematic survey of existing RoB instruments

Held sixteen 1.5-hour panel meetings
Item selection

Instructions for included items
Presentation of the instrument

Conducted user testing
15 junior systematic reviewers, 8 review experts

Collected empirical evidence
Systematic survey of meta-epidemiological studies

4

User testing confirmed simplicity and ease of practical application of ROBUST-RCT: 
junior systematic reviewers are able to assess core items correctly



Criteria for item selection

• Clearly a risk of bias problem rather than imprecision, indirectness, publication bias, or reporting quality

• Theoretical or logical argument for why the item is important

• Information required to make judgment on the item is commonly reported in trials

• Non-expert systematic reviewers can make the judgment easily

• Problem occurs more often than rarely

• Empirical evidence supports item influence on effect estimates
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Six core items – each includes two steps
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Items 1-5, who complete which step?

Approach 1: front-line reviewers complete both steps

Approach 2: front-line reviewers (if less experienced) complete only step 1 and review leaders (more experienced) 
complete step 2
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Six core items – each includes two steps
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Two approaches for assessing item 6:

Approach 1: deciding RoB associated with this item for each individual trial – need to complete both steps

Approach 2: assessing RoB associated with missing data across the entire body of evidence at the meta-analysis 
level – need to complete only step 1
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Eight optional items

 Information required to make judgements is not commonly reported or problems with these items occurs infrequently, or both

 However, these items may still be worth considering in certain circumstances

 Review leaders consider whether the optional items are relevant in their specific circumstances; decide whether include any of 
them
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Visualization
 https://www.clarityresearch.ca/ebm-implementation-tools

 https://magicevidence.org/robust-rct



Thanks!
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