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HMA/EMA Big Data Task Force

• The HMA/EMA Big Data Task Force operated 
from 2017 until December 2019 to report on 
the challenges and opportunities posed 
by big data in medicines regulation

• Summary Report Published in February 2019

https://www.ema.europa.eu/en/documents/minutes/hma/ema-joint-task-force-big-
data-summary-report_en.pdf
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Joint HMA/EMA Big Data Steering Group

Co-chaired by:
• Jesper Kjær, Director of Data 

Analytics Centre at the Danish 
Medicines Agency and

• Peter Arlett, Head of Data 
Analytics and Methods at EMA

• https://www.hma.eu/about-hma/working-
groups/hma/ema-joint-big-data-steering-
group/hma/ema-joint-big-data-steering-group.html
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• EMA Reflection Paper on use of AI in the 
medicinal product life cycle

• https://www.ema.europa.eu/en/documents/scientific-guideline/draft-
reflection-paper-use-artificial-intelligence-ai-medicinal-product-
lifecycle_en.pdf
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How is PDA supporting industry
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Interest Groups

• Data Government Management Integrity and Digitalisation 
• Regulatory Affairs and Quality Advisory Board

• Advanced Manufacturing and Applied Process Digitalisation

• Science Advisory Board

• https://www.pda.org/scientific-and-regulatory-affairs/pda-interest-groups
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Commenting & Feedback
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PDA Activities

• Interest Group discussions
• 3x Commenting efforts (2x FDA, 1x EMA)
• RAQAB held a focussed discussion on AI at September meeting

• → Glossary on AI
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Thank you
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