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What is big data?

Khozin S, et al. Nat Rev Drug Discov. 2017.
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What is big data?
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Inflection point
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Novel pipelines
• Real world
• Sensors (IoT)
• Omics

www.fda/OCE

A holistic approach to oncology regulatory science

Clinical trials
• Aggregation 
• Analysis

Information Exchange and Data Transformation 
(INFORMED)
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Algorithmic Analytics

Input Output

Drug development tools

Information Exchange and Data Transformation 
(INFORMED)
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Algorithmic Analytics

Information Exchange and Data Transformation 
(INFORMED)
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Guinney J, et al. Lancet Oncol. 2017.
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Guinney J, et al. Lancet Oncol. 2017.
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Ingredients for successful deployment of 
algorithmic analytics solutions for safety signal 

detection

• Leverage existing digital assets through data sharing
• Imaging
• ECGs
• Clinical trial/EHRs

• Increase digital footprint
• Match innovation with need
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Data sharing
Leveraging existing digital assets
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Increasing digital footprint
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Increasing digital footprint
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Matching innovation with need



Thank you
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