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Outline of presentation
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• The Big Data Task Force mandate 

• Task force work 2018 -2019

• Key recommendations

• Next steps and collaboration with 

PCWP-HCPWP
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• IT advances are driving digitisation of large volumes of research and clinical data 

(Big Data).

• The acceptability of evidence from Big Data for regulatory decision-making is 

uncertain. 

• The EU regulatory network:

▪ has limited capacity to access and analyse large, unstructured data sets 

▪ is not best prepared to guide the use of emerging technologies or to interpret 
analyses based on big data or novel analytical approaches  

Challenge: capitalise on the promise of novel new datasets of unknown quality and 
provenance and still reach a robust position on the benefit risk of a medicine.

BDTF – The ‘Why’
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Big Data Task Force –the work done

Phase I report: endorsed by HMA & EMA management board 

end 2018:

• Characterisation of data sources 

• Survey of NCAs and industry

• Set of core recommendations

• Annexes including reports from 7 subgroups (now 
published)

Phase II report

• Extend the taskforce mandate until end of 2019:

– regulatory prioritisation and implementation of 
recommendations
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Priority Recommendations from the HMA-EMA joint Big 

Data Task Force 

4

1. Deliver a sustainable platform to access and analyse healthcare data from 

across the EU (Data Analysis Real World Interrogation Network (DARWIN)).

2. Establish an EU framework for data quality and representativeness.

3. Enable data discoverability.

4. Develop EU Network skills in Big Data.

5. Strengthen EU Network processes for Big Data submissions.

“Evolving Data-Driven Regulation” 
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Priority Recommendations from the HMA-EMA joint Big 

Data Task Force 
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6. Build EU Network capability to analyse Big Data (technology / analytics).

7. Modernise the delivery of expert advice.

8. Ensure data are managed and analysed within a secure and ethical governance 

framework.

9. Engage with international initiatives on Big Data.

10. Establish an EU Big Data ‘stakeholder implementation forum’.

“Evolving Data-Driven Regulation” 
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Implementation principles
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• Collaborate: with external stakeholders 

• Require: good practice from the industry we regulate

• Protect: the best parts of our current system e.g. clinical trials

“Evolving Data-Driven Regulation” 
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The timing is now:
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• New Commission supporting digital and “EU health data space”

• EU Network Strategy to 2025 includes data and analytics pillar 

• EMA Regulatory Science Strategy to 2025 (stakeholders endorse these actions)

Science and technology are evolving fast, industry is embracing and so must we

“Evolving Data-Driven Regulation” 
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Big Data Steering Group

“Evolving Data-Driven Regulation” 

Mandate:

• Advise on implementation of key 
recommendations

• Define and measure success factors

• Communicate within the Network and 
to stakeholders

• Horizon scan, prioritise regulatory 
science topics

• Identify funding

Membership

• Co-chairmanship: HMA – EMA

• At least 5 NCAs 

• European Commission

• Representative of telematics 
governance

• Committee chairs / vice chairs

• EMA: IT, Analytics, Communications

• Patient and Healthcare professional 
reps

Reporting to HMA and EMA MB
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What benefit to public health and innovation?

The Network will deliver the vision of a regulatory system able to integrate Big Data into its 

assessment and decision making:

• we can support the development of innovated medicines, 

• deliver life-saving treatments to patients and 

• optimise safe and effective use of medicines through measurement of a products 

performance on the market.

in Year 1: 

• Network capacity starts to increase to advise on, assess and analyse Big Data

• Training will be rolled out 

• Processes improved 

• Guidance will start to be developed 

• Patients and HCPs will contribute on data protection and data sharing

“Evolving Data-Driven Regulation” 19
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Next steps and collaboration

➢March 2020: Big Data Steering Group:

❖Request for nominations for 1 PCWP and 1 HCPWP representative

─Provide PCO and HCP perspective into Big Data Task Force deliverables

─Call for expression of interest to follow 

➢ March 2020: Health Policy Agencies Collaboration (HPAC) project: 

EHR: access, share, expand – Expert Drafting Group

❖Request for nominations for 1 PCWP and 1 HCPWP representative

─Provide PCO and PCP perspective on data protection needs on the secondary use of health data –

project deliverable is a set of Q&As

─Call for expression of interest to follow 

➢ 2 June 2020: session on data protection

─PCWP/HCPWP input into draft Q&A

➢ 23 September 2020: workshop on data sharing/ethics

─Call for expression of interest to follow 
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Thank you for listening

Further information

See websites for contact details 

Heads of Medicines Agencies www.hma.eu 

European Medicines Agency www.ema.europa.eu  

 


