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Development process
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New evidence-based medicine pyramid

BMJ Evidence-Based Medicine 2016;21:125-127



J Epidemiol Community Health 2013;67:98–104.



Methodological assessment tools
評讀工具 評讀項目

Cochrane risk of bias tool (RoB 2.0) RCT
CASP (Critical Appraisal Skills

Programme)
SR, RCT, Cohort, Case Control, 
Diagnostics, Economics, 
Qualitative Researches

CAT (Critical Appraisal Tools) from 
Oxford CEBM SR, RCT, diagnostics, Prognostic

A Measurement Tool to Assess
Systematic Reviews (AMSTAR) SR

Appraisal of Guidelines for 
Research and Evaluation (AGREE)

Guideline development and the 
quality of reporting
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https://training.cochrane.org/resource/rob-20-webinar

Six sources of bias (with optional ‘Other’)



More and more popular
� Cochrane RoB tool is very widely used (Jorgensen 2016)

� 100 out of 100 Cochrane reviews from 2014 (100%)
� 31 out of 81 non-Cochrane review (38%)

� >2700 citations from non-Cochrane sources
� The scientific debate on risk of bias has continued
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Some issues raised with existing tool
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https://training.cochrane.org/resource/rob-20-webinar



http://training.cochrane.org/resource/rob-20-webinar
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https://training.cochrane.org/resource/rob-20-webinar
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Key innovations

https://training.cochrane.org/resource/rob-20-webinar



https://training.cochrane.org/resource/rob-20-webinar



Other bias: funding?
• Cochrane Handbook: Funding and conflict of interest 

should not be addressed as a risk of bias domain.

• The Handbook provides no clear approach as to how 
funding and conflicts of interests should be 
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The Handbook provides no clear approach as to how 
funding and conflicts of interests should be 
addressed.

• 32% of Cochrane reviews published in 2014 
incorporated funding into the “other bias” 
function.

Jørgensen et al.  Syst Rev. 2016 May 10;5:80. 



Signaling questions and judgments
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https://training.cochrane.org/resource/rob-20-webinar



Overall risk of bias judgment
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https://training.cochrane.org/resource/rob-20-webinar



Examples of algorithm
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The RoB 2.0 tool 

� Bias arising from the randomization process 

� Bias due to deviations from intended 

interventions 

� Bias due to missing outcome data 

� Bias in measurement of the outcome 

� Bias in selection of the reported result 
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Bias arising from the randomization process
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Suggested algorithm for reaching risk of bias judgments for bias 
arising from the randomization process
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The RoB 2.0 tool 

� Bias arising from the randomization process 

� Bias due to deviations from intended 

interventions 

� Bias due to missing outcome data 

� Bias in measurement of the outcome 

� Bias in selection of the reported result 
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Bias due to deviations from intended interventions
Effect of assignment to intervention

26



Suggested algorithm for reaching risk of bias 
judgments for bias due to deviations from intended 
interventions (effect of assignment to intervention). 
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Bias due to deviations from intended interventions
Effect of starting and adhering to intervention

28



The RoB 2.0 tool 

� Bias arising from the randomization process 

� Bias due to deviations from intended 

interventions 
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� Bias due to missing outcome data 

� Bias in measurement of the outcome 

� Bias in selection of the reported result 



Bias due to missing outcome data
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Bias due to missing outcome data
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Bias due to missing outcome data
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The RoB 2.0 tool 

� Bias arising from the randomization process 

� Bias due to deviations from intended 

interventions 

� Bias due to missing outcome data 

� Bias in measurement of the outcome 

� Bias in selection of the reported result 
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Bias in measurement of the outcome
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Bias in measurement of the outcome
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Suggested algorithm for reaching risk of bias judgments for 
bias in measurement of the outcome. 
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The RoB 2.0 tool 

� Bias arising from the randomization process 

� Bias due to deviations from intended 

interventions 

� Bias due to missing outcome data 

� Bias in measurement of the outcome 

� Bias in selection of the reported result 
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Bias in selection of the reported result
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Bias in selection of the reported result
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Bias in selection of the reported result
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Useful implement
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RoB 2.0 not integrated in to current Revman
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