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Supplementary material. Adapted QUADAS-2 Tool with Additional Signaling Ques-
tions. 

Patient Selection 
Was a consecutive or random sample of patients enrolled? 
Was a case-control design avoided? 
Did the study avoid inappropriate exclusions? 
Was the intention for patients either to receive all index tests or to be randomly allo-

cated to index tests? 
If patients were randomized was the allocation sequence random? 
If patients were randomized was the allocation sequence concealed until patients 

were enrolled and assigned to index tests? 
Could the selection of patients have introduced bias in the comparison? 
Are there concerns that the included patients do not match the review question? 

Index tests 
Were the index test(s) interpreted without knowledge of the results of the reference 

standard? 
If a threshold was used, was it pre-specified? 
If patients received multiple index tests, were the test results interpreted without 

knowledge of the results of the other index test(s)? 
If patients received multiple index tests, is undergoing one index test unlikely to af-

fect the performance of the other index tests(s)? 
Could the conduct or interpretation of the index tests have introduced bias in the 

comparison? 
Are there concerns that the index test(s), its conduct, or interpretation differ from the 

review question? 

Reference standard 
Is the reference standard/ground truth likely to correctly classify the target condi-

tion? 
Did the reference standard avoid incorporating any of the index tests? 
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Could the reference standard, its conduct or its interpretation have introduced bias 
in the comparison? 

Are there concerns that the target condition as defined by the standard does not 
match the review question? 

Flow and timing 
Was there an appropriate interval between index tests and reference standard? 
Did all patients receive a reference standard? 
Did all patients receive the same reference standard? 
Was the same reference standard used for all index tests? 
Were all patients included in the analysis? 
Are the proportion and reasons for missing data similar across index tests? 
Could the patient flow have introduced bias in the comparison? 

AI in radiology specific quality assessment questions 
1. Are all three image sets (training, validation, and test sets) defined? 
2. Is an external test set used for final statistical reporting? 
3. Have multivendor images been used to evaluate the AI algorithm? 
4. Are the sizes of the training, validation and test sets justified? 
5. Was the AI algorithm trained using a standard of reference that is widely accepted 

in our field? 
6. Was preparation of images for the AI algorithm adequately described? 
7. Were the results of the AI algorithm compared with expert radiologists and/or pa-

thology? 
8. Was the manner in which the AI algorithm makes decisions demonstrated? 
9. Is the AI algorithm publicly available? 


