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Stat One has experience assisting Artificial Intelligence (Al) clients to get their
products analyzed and approved by the FDA.

Focused Approach

Stat One takes a focused approach based on FDA

guidance for Al-related products. Our team can
assist with:

o Study Design
« Sample Size Calculation
o Statistical Analyses

 Participation in FDA Discussions

Experience
e Dental

e Diagnostics
« CAD Algorithms
o Disease Classification Algorithms
« Multiple Al Settings:
o Pathology Samples
o X-Ray and other imaging types
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ABOUT STAT ONE statone

L et Your Data Grow®

Stat One is a specialty CRO supporting clinical trials for pharmaceutical, biotech,
and medical device companies. Our industry knowledge of over two decades

combined with our focus on quality makes us an excellent choice for your partner
in growing a better future.
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Statistical Consulting Programming Services Data Management
Expert Biostatistics SAS Programming Stat One EDC®
Regulatory Strategy Patient Profiles CRF Development
Study Design Data Analysis Database Development
FDA Representation Integrated Summaries Validation
DMC/DSMB Quality Control Customizable

Statistical Consulting. eCligical Solutions. Efficient.
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