S5 Appendix: Risk of bias assessment criteria
	Criteria (numbered by ROB tool source*)
	RCT
	CCT
	ITS
	Cohort
	Qual
	Screen 
	Other

	1. Was the allocation sequence adequately generated? (H/L/U)
	
	
	
	
	
	
	

	1. Was allocation adequately concealed? (H/L/U)
	
	
	
	
	
	
	

	1. Were there any baseline imbalances? (H/L/U)
	
	
	
	
	
	
	

	1. Were incomplete outcome data adequately addressed? (bias due to missing data) Were withdrawals explained and justified? Assessments should be made for each main outcome (or class of outcomes). (H/L/U)
	
	
	
	
	
	
	

	1. [bookmark: _GoBack]Was knowledge of the allocated intervention adequately prevented during the study (blinding)? Participants (H/L/U). Could knowledge of the intervention have led to providers or others altering the intervention in some way (H/L/U). Could knowledge of the intervention have led to those involved in outcome assessment altering the way outcomes were assessed (H/L/U)
	
	
	
	
	
	
	

	1. Was the study adequately protected against contamination? (eg exposure of control group) (H/L/U)
	
	
	
	
	
	
	

	1. Are results reported according to intervention allocation? (ITT) H/L/U
	
	
	
	
	
	
	

	1. Are reports of the study free of suggestion of selective outcome reporting? (H/L/U)
	
	
	
	
	
	
	

	2. ITS: Was the intervention independent of other changes? (H/L/U)
	
	
	
	
	
	
	

	2. ITS: Was the shape of the intervention effect pre-specified? (H/L/U)
	
	
	
	
	
	
	

	2. ITS: Was the intervention unlikely to affect data collection? (H/L/U)
	
	
	
	
	
	
	

	2. Are there any concerns about the outcome measures? (H/L/U)
	
	
	
	
	
	
	

	2. 2.   Are confounders adequately identified and accounted/adjusted for? (H/L/U)
	
	
	
	
	
	
	

	2. 3.  Bias in selection of participants into the study? (H/L/U)
	
	
	
	
	
	
	

	2 .3.  Bias in classification of interventions
	
	
	
	
	
	
	

	2. 3.  Bias due to deviations from intended interventions
	
	
	
	
	
	
	

	4.  Qualitative methodology appropriate? (H/L/U)
	 
	
	
	
	
	
	

	4.  Recruitment/sampling strategy appropriate for aims? (H/L/U)
	
	
	
	
	
	
	

	4.  Data collection addresses the research issue? (H/L/U)
	
	
	
	
	
	
	

	4.  Relationship between researcher and participant considered? (H/L/U)
	 
	
	
	
	
	
	

	4. Ethical issues considered? (H/L/U)
	
	
	
	
	
	
	

	5.Was the sample size adequate? (H/L/U)
	
	
	
	
	
	
	

	5. Does the data analysis seem appropriate? (H/L/U)
	
	
	
	
	
	
	

	5. Was the spectrum of patients representative of the patients who will receive the test in practice?  (H/L/U)
	
	
	
	
	
	
	

	5. Were selection criteria clearly described? (H/L/U)
	
	
	
	
	
	
	

	5. Is the reference standard likely to correctly classify the target condition? (H/L/U)
	
	
	
	
	
	
	

	5. Is the time period between reference standard and index test short enough to be reasonably sure that the target condition did not change between the two tests? (H/L/U)
	
	
	
	
	
	
	

	5. Did the whole sample or a random selection of the sample, receive verification using a reference standard of diagnosis?  (H/L/U)
	
	
	
	
	
	
	

	5. Did patients receive the same reference standard regardless of the index test result? (H/L/U)
	
	
	
	
	
	
	

	5. Was the reference standard independent of the index test (i.e. the index test did not form part of the reference standard)?  (H/L/U)
	
	
	
	
	
	
	

	5. Was the execution of the index test described in sufficient detail to permit replication of the test? (ie all test results sensitivity/specificity reported) (H/L/U)
	
	
	
	
	
	
	

	5. Was the execution of the reference standard described in sufficient detail to permit its replication?  (ie all test results sensitivity/specificity reported) (H/L/U)
	
	
	
	
	
	
	

	5. Were the index test results interpreted without knowledge of the results of the reference standard? (Blinded?) (H/L/U)
	
	
	
	
	
	
	

	5. Were the reference standard results interpreted without knowledge of the results of the index test? (blinded) (H/L/U)
	
	
	
	
	
	
	

	5. Were the same clinical data available when test results were interpreted as would be available when the test is used in practice?  (H/L/U)
	
	
	
	
	
	
	

	5. Were uninterpretable/ intermediate test results reported? (H/L/U)
	
	
	
	
	
	
	

	Could the inclusion of this study potentially bias the generalisability of the review? ROB: H/L/U Equity pointer: Remember to consider whether disadvantaged populations may have been excluded from the study. (H/L/U)
	
	
	
	
	
	
	

	Other sources of bias (H/L/U)
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