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Stat One has worked with clients on COVID-19 related products and indications.
This includes diagnostic products, interventional trials, population-specific safety,

and exploratory studies.

Focused Approach

Stat One emphasizes study design and analysis
based on FDA guidance for COVID-19 products

including:
« Use of randomized controls whenever possible
* Proper endpoint selection based on the patient

setting, production, and possible indication

Experience in COVID-19 Patients
» Diagnostics
o Interventional trials

« Population specific safety studies

« Exploratory studies

As our clients have experienced,
the FDA has been fast in dealing
with COVID-19 related projects.
Stat One prioritizes client work
when necessary to provide quick
and accurate analyses and

responses to questions.
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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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