Completed by:…………………….. Date: ……………

Bias Checklists and Data Extraction Form
To complete this form, you will need to refer to the study publication, and to the details of your target question (population, intervention, control, outcome).

(1) Study publication

	Authors:
	

	Year of publication:
	


(2) Results

Extract results for the study outcome expected to provide most information (greatest precision) with respect to your target outcome.

	Outcome:
	

	Outcome type:
	

	Intervention
	Control

	Events or Mean (SD)
	Total number
	Events or Mean (SD)
	Total number

	
	
	
	

	Notes on extraction of results:
	


(3) Idealised protocol

If this study were repeated using a design which eliminates all sources of internal bias (e.g. perfect randomised controlled trial), the details of the study population, interventions compared and outcome (as reported in section (2)) would be as follows:

	Population:
	

	Intervention:
	

	Control:
	

	Outcome:
	


(4) Potential sources of internal and external bias

When completing the checklist for internal bias, compare the details provided by the study publication with regard to the study results extracted in section (2) against the idealised study described in (3).

	Checklist for sources of internal bias

	
	Yes/No/

Unclear
	Description
	Bias assessor’s notes (optional)

	Selection bias
	
	
	

	Subjects in different intervention groups recruited from same populations?
	
	
	

	Subjects in different intervention groups recruited over same time periods?
	
	
	

	Inclusion and exclusion criteria clear?
	
	
	

	Randomisation used?
	
	
	

	Adequate allocation concealment?
	
	
	

	Comparable baseline characteristics?
	
	
	

	Adequate adjustment for confounding? [in observational studies only]
	
	
	

	Does extent of Selection bias depend on magnitude of intervention effect?
	
	
	

	Performance bias
	
	
	

	Subjects blinded?
	
	
	

	Caregivers blinded?
	
	
	

	Did subjects receive their assigned (or reputedly received) interventions?
	
	
	

	Does extent of Performance bias depend on magnitude of intervention effect?
	
	
	

	Attrition bias
	
	
	

	Are the results unlikely to be affected by losses to follow-up?
	
	
	

	Are the results unlikely to be affected by posthoc exclusions?
	
	
	

	Does extent of Attrition bias depend on magnitude of intervention effect?
	
	
	

	Detection bias
	
	
	

	Outcome assessors blinded?
	
	
	

	Outcome measured accurately?
	
	
	

	If the results in (2) were back-calculated from a reported analysis, was the statistical analysis appropriate?
	
	
	

	Does extent of Detection bias depend on magnitude of intervention effect?
	
	
	

	Suspicion of other bias
	
	
	

	Does extent of other bias depend on magnitude of intervention effect?
	
	
	


When completing the checklist for external bias, compare the details of the idealised study described in (3) against your target question.

	Checklist for sources of external bias

	
	Yes/No/

Unclear
	Description
	Bias assessor’s notes (optional)

	Population bias
	
	
	

	Study subjects in idealised study drawn from population identical to target population, with respect to age, sex, health status etc.?
	
	
	

	Does extent of Population bias depend on magnitude of intervention effect?
	
	
	

	Intervention bias
	
	
	

	Intervention in idealised study identical to target active intervention in dose, timing etc.?
	
	
	

	Does extent of Intervention bias depend on magnitude of intervention effect?
	
	
	

	Control bias
	
	
	

	Control intervention in idealised study identical to target control intervention?
	
	
	

	Does extent of Control bias depend on magnitude of intervention effect?
	
	
	

	Outcome bias
	
	
	

	Study outcome for idealised study identical to target outcome?
	
	
	

	Does extent of Outcome bias depend on magnitude of intervention effect?
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