DIAGNOSTIC statone

L et Your Data Grow®

Stat One has extensive experience in the diagnostic space including IVDs,

imaging agents, imaging devices, and Computer Assisted Detection (CAD)
products. Our experience includes numerous FDA interactions in regard to
diagnostic products.

Devices or CAD Products IVDs/Tissue Products

 Angiography o Asthma breath test

o CADe prostate, breast » Cancer screening/Risk Prediction

 Cancer fluorescing products breast blood /tumor

« Contrast agents x-ray & ultrasound o Hematomas brain

 Concussion  Kidney damage urine

¢ Mammography/Tomography o Viral and bacterial infections blood,
clinical & technical equivalence spinal fluid, stool
data

o Stress agents cardiovascular
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ABOUT STAT ONE statone

L et Your Data Grow®

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

decades combined with our focus on quality make 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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