
An agency of the European Union

Big Data Stakeholder Implementation Forum

15 December 2020

Emer Cooke

EMA Executive Director



C lassified as public by the European Medicines Agency 

Big Data Stakeholder Implementation Forum: Objectives

• Inform on implementation of the HMA-EMA Big Data Task Force priority 

recommendations.

• Understand stakeholders’ perspectives and priorities

• Discuss opportunities for stakeholder collaboration
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Healthcare Data Now!

2

EC Digital Strategy

HMA-EMA

Big Data

Task Force

Network

Strategy

2025

Regulatory

Science

Strategy

2025

Top 10 

Recommendations

for data



C lassified as public by the European Medicines Agency 

Vision for Data Driven Medicines Regulation

“innovate to turn data into 

decisions on medicines that 

create a healthier world”
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• Distributed network for fast access and 
analysis

• Federated data access

• Data stays local and queried remotely

• Benefits for medicines regulation, HTA, 
payers and health systems 

• Direct health benefits for EU patients as an 
initiative within the European Health Data 
Space
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Conclusion

Through dialogue and collaboration we can 

deliver our vision for data-driven medicines 

regulation and better medicines for EU patients 

where we innovate to turn data into 

decisions on medicines that create a 

healthier world.
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