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EMA‘s Regulatory Science Strategy to 2025 
• This strategy has been developed between 2018 and 2019
• Two workshops were the basis for this strategy, involving all relevant 

stakeholders
• Five goals for human medicines regulation

1. Catalysing the integration of science and technology in medicines 
development

2. Driving collaborative evidence generation – improving the scientific 
quality of evaluations

3. Advancing patient-centre access to medicines in partnership with 
healthcare systems

4. Addressing emerging health threats and availability/therapeutic 
challenges

5. Enabling and leveraging research and innovation in regulatory science



Advancing patient-centre access to medicines in 
partnership with healthcare systems



Advancing patient-centred access to medicines in 
partnership with healthcare systems



HMA European Medicines Agencies Network 
Strategy to 2025 

Strategy outline



Big Data Task force -> finished end 2019 
• Characterisation of data sources 

• Synopsis of the survey of NCAs and industry

• Set of core recommendations

• Annexes:

• Recommendations from 6 subgroups which 
underpin the core recommendations

• Summary report endorsed by HMA and EMA 
management board.

• Phase I defined the ‘what’ but not the ‘how’ or the 
‘when’

• Agreement for the extension of taskforce mandate 
until end of 2019

• Phase II – Regulatory prioritisation of 
recommendations



Big Data Steering group Workplan



Timelines and deliverables
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