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‘Start of public consultation ‘ 13 November 2024

End of public consultation ‘ 18 December 2024

Please provide comments using this template. The completed comments form should be sent to
requiatory.science@ema.europa.eu

To comment on a specific RSRN and priority topic in the table at chapter 2, please refer to the
respective RSRN ID (e.0. CTL 1; CT1 2.
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3.1. Identification and formulation of new research needs ...
3.2. Investigating and tracking progress on research needs...
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EMA Regulatory Science to 2025

Strategic reflection

Big Data Workplan
2023-2025

HMA/EMA joint Big Data Steering Group

VERSION 1.4 - June 2024
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Seizing opportunities in a changing medicines landscape

The European medicines agencies network strategy 2028 (draft)

Multi-stakeholder workshop:
Patient experience data in medicines
development and regulatory decision-making

21 September 2022, 10:00 - 16:30 (CEST), EMA, Amsterdam

Background and objectives
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Social media HMA .- .

Easy platform to exchange information/experiences/opinions (e.g.patients groups);

» SM may hold potentially valuable safety information in several contexts (e.g detecting
undisclosed signals, capturing less frequently reported AE, or detect AE earlier than
traditional methods). WEB-RADR IMI project, etc.

»SM could also detect the potential for abuse or misuse of certain medications, off-
label, evaluate acceptability and risk perception by patients (...).

*The use of SM data in medicines evaluation is not standard practice yet in EU
medicines regulation and remains very limited.
»The validity of information posted requires careful analysis and interpretation
(unstructured text, images or videos); selection bias/representativeness (DUS)
»Volume and complexity of the data: the development and standardization of more
effective and robust mining and processing methods is necessary and is yet to
be established.

Need for focused initiatives / proof of concept studies to assess SM’s utility across
various regulatory applications (e.g. safety/misuse)




M-health HMA ©
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Important source of patient health generated data: capture data that is not available on
healthcare databases (claims, emHR, registries, etc.)

> Potential advantages of mobile endpoints : real-time data capture and analytics, less
frequent visits (in trials), ability to capture day-to-day variability by collecting data
continuously, complement PRO/CRO, more likely to reflect habitual/daily experiences, etc.

= The role of digital, specifically mobile devices in drug development and regulation,

is only expected to grow (product related submissions, interactions with the

requlators have been identified regarding discussion on mHealth tools or data) - but
not without challenges.

» (unknown) validity of information and interpretation | substantial variability in terms

of reporting completeness, terminology, variability, interoperability | choice of
relevant and fit-for-purpose digital endpoints

1) technical expertise requirements/capacity building (building on use cases examples
/learnings on the use of mHealth data in EU Medicine Regulation); 2) early dialogue with
regulators/qualification procedures (e.g. SAWP) and 3) roadmap/guidance is needed.
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Genomic data HMA ..

= The Pharmacogenomics and the Real-World Data Specialised Interest Areas (SIA) of
the Methodology ESEC are now established and will help to share learnings and build
knowledge amongst regulators. Efforts should continue in that direction.

= DARWIN EU studies are being run, this should continue in the future, by expanding the
network’s access to more genomic data. Learnings should be shared for continuous
improvements and acceptance of generated data to support regulatory decision-
making.

= European Health Data Space (EHDS) will help to access and share more and more
data. The EHDS should be leveraged to harness the increasing amount of
pharmacogenomic information and integrate it with other sources of data, such as

electronic health records. v ¢ f’f,.

Joint HMA/EMA multi-stakeholder
workshop on pharmacogenomics

24 September 2024, 09:00 - 17:00

Register Now!
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