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Expanding universe of big data

Khozin S, et al. Nat Rev Drug Discov 2017
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Expanding universe of big data
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Putting the patient back together

December 2017
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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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Input Output

• Clinical trial

• Electronic health 

records

• Digital premarket 

safety

• Biometrics

• Apps

A holistic approach to oncology regulatory science

Information Exchange and Data 
Transformation (INFORMED)
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Launch of FDA’s New Digital Health Incubator
… to support the integration of data analytics into regulatory 

decision making, we’re taking another new step with the creation 

of an internal data science incubator called the Information 

Exchange and Data Transformation; or INFORMED

Remarks by Scott Gottlieb, M.D.

Commissioner of Food and Drugs

Academy Health’s 2018 Health 

Datapalooza

Washington, DC

April 26, 2018

https://www.fda.gov/NewsEvents/Speeches/ucm605697.htm

A holistic approach to oncology regulatory science

Information Exchange and Data 
Transformation (INFORMED)



8Khozin S, Pazdur R, Shah A. Nat Rev Drug Discov. 2018 Apr 6. doi: 10.1038/nrd.2018.34. 

[Epub ahead of print]

System theory
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Additional Readings & References

Real-world 

evidence 
INFORMED



10

Additional Readings & References

May 2018
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SeanKhoz.in/AI-ML
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