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Model Identifier 
• Company, Product, Version, Clearance Date, FDA Submission Number 

Model Type 
• Product Category, Additional Information 

Model Characteristics 
• Inclusion Criteria, Exclusion Criteria, Instructions for Use, Additional Information 

Indications for Use 
• Clinical Output, Intended User, Patient Age, Body Area, Modality, Additional Information 

Model Performance 
• Study Type, Reference Standard, # of Readers, # of Cases (# +/‐), Age Range, Gender Ratio 
• Race/ethnicity Ratio, Geographic breakdown, Manufacturer list, Scanner list 
• Number of sites, % +/‐ findings, Accuracy, Specificity, Additional Information 

Training Data Set 
• # of Cases, Age range and distribution, Gender ratio, Race/ethnicity ratio 
• Geographic breakdown, Manufacturers, Scanners, Additional Information 

Model Limitations 
• Supported scanners/manufacturers, Slice thickness, Supported hardware 
• Contrast agent, MRI field strength, Reconstruction kernel, Additional Information 
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SUMMARY 

For the advancement of health equity in medical devices, 
it is imperative for manufacturers to disclose information 

beyond that which is in the public domain, 
enabling providers to execute informed and judicious decisions 

on behalf of their patients. 
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