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Decision Summary is a high-level output from a much larger submission effort:

• ~2000 pages of documentation submission throughout its review

Its main goal is to:

• Provide key details to the predicate device manufacturers to establish 
fundamentals, but also reserve specific details to encourage the industry to 
engage with the FDA to fine-tune device functionality and study designs etc. 
appropriate to the device indication/intended use
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1. Intended Use/Indications for Use

• Locks the intended use, and requires 
device manufacturer to work with 
FDA to review for certain 
modifications

• In pathology, this is specifically true 
for the tissue type, device output, 
compatibility (scanner & image 
viewer), use setting (diagnostic aid).

2. Development Dataset Distribution 
and Its Diversity
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3. Mechanism of Action and Principles

Approved Clinical Workflow
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4. Performance Characteristics

• Study Data Characteristics and 
Its Diversity

• Analytical Performance Study 
Design Overview and Results 
(Accuracy, Localization, and 
Precision for Intra/Inter 
Scanner/Operator Variability)

• Clinical Performance Study 
Design Overview and Results 
(Reader Diagnostic Accuracy)
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5. Benefit/Risk Determination

• Discussion for favorable 
benefits when compared to its 
risks
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Regulation is currently not published under Code of Federal Regulations (CFR) but is 
already available in Paige Prostate Reclassification Order document. Document 
provides key guidelines on:

• Intended Use

• Device Label

• Details about performance testing

• Device limitations

• Device verification and validation (analytical and clinical testing)




