Priority Recommendations of the HMA-EMA joint
Big Data Task Force

i

•Deliver a sustainable platform to access and analyse healthcare data from across the EU
(Data Analysis and Real World Interrogation Network -DARWIN). Build the business case with
stakeholders and secure funding to establish and maintain a secure EU data platform that supports
better decision-making on medicines by informing those decisions with robust evidence from
healthcare.

ii

•Establish an EU framework for data quality and representativeness. Develop guidelines, a
strengthened process for data qualification through Scientific Advice, and promote across Member
States the uptake of electronic health records, registries, genomics data, and secure data
availability.

iii

•Enable data discoverability. Identify key meta-data for regulatory decision-making on the choice
of data source, strengthen the current ENCePP resources database to signpost to the most
appropriate data, and promote the use of the FAIR principles (Findable, Accessible, Interoperable
and Reusable).

iv

•Develop EU Network skills in Big Data. Develop a Big Data training curriculum and strategy
based on a skills analysis across the Network, collaborate with external experts including academia,
and target recruitment of data scientists, omics specialists, biostatisticians, epidemiologists, and
experts in advanced analytics and AI.

v

•Strengthen EU Network processes for Big Data submissions. Launch a ‘Big Data learnings
initiative’ where submissions that include Big Data are tracked and outcomes reviewed, with
learnings fed into reflection papers and guidelines. Enhance the existing EU PAS register to increase
transparency on study methods.

vi

•Build EU Network capability to analyse Big Data. Build computing capacity to receive, store,
manage and analyse large data sets including patient level data (PLD), establish a network of
analytics centres linked to regulatory agencies, and strengthen the Network ability to validate AI
algorithms.

vii

•Modernise the delivery of expert advice. Build on the existing working party structure to
establish a Methodologies Working Party that encompasses biostatistics, modelling and simulation,
extrapolation, pharmacokinetics, real world data, epidemiology and advanced analytics, and
establish an Omics Working Party that builds on and reinforces the existing pharmacogenomics
group.

viii

•Ensure data are managed and analysed within a secure and ethical governance
framework. Engage with initiatives on the implementation of EU data protection regulations to
deliver data protection by design, engage with patients and healthcare professionals on data
governance, and establish an Ethics Advisory Committee.

ix

x

•Collaborate with international initiatives on Big Data. Support the development of guidelines
at international multilateral fora, a data standardisation strategy delivered through standards
bodies, and bilateral collaboration and sharing of best practice with international partners.

•Create an EU Big Data ‘stakeholder implementation forum’. Dialogue actively with key EU
stakeholders, including patients, healthcare professionals, industry, HTA bodies, payers, device
regulators and technology companies. Establish key communication points in each agency and build
a resource of key messages and communication materials on regulation and Big Data.

