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Realising the potential of
the 4t" Revolution in healthcare

Health
professionals

Health
systems




Data across the lifecycle of medicines to fue
innovation and support healthcare

The use of digital technologies and data in the medicine lifecycle

Enabling Access to available data allows:

Enhanced disease understanding & more DISCOVERING NEW Connecting better with patients allows:
targeted treatments MEDICINES

Greater understanding of patient's needs
Novel approaches to bringing the best

medicines to patients Well-designed clinical trials that patients

want to participate in

MONITORING OF DEVELOPING Enhanced data collection during the
THE MEDICINE AND MEDICINES WITH studies
Empowering patients to manage their PATIENT SUPPORT PATIENTS

disease with continuous feedback and

communications DIGITAL HEALTH
DRIVES

Enhanced reporting and recognition of INNOVATION

side effects

Ongoing monitoring of effectiveness to
confirm the medicine’s value in the real
world

Enhanced data on the product during
manufacture and distribution allows:

SUPPORTING MAKING & Automation of inspections that ensure
THE MEDICINE DISTRIBUTING THE safety & quality
IN USE MEDICINE
Supporting patient care with Precise identification of where the
information and reminders product is needed

Supporting health care professionals ‘ Efficient tracking & supply from
with information warehouse to patient

Enabling personalised treatment
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“Digitally enable” all aspects of the system

Learning from Developing new
others, sharing medicines that

experience, answer medical
empowering needs

Enhancing knowledge
of diseases and
advancing scientific
research

Allowing ] Considering risks &

access Buildtng a t'“ﬁ;‘::lﬂ‘y benefits of digitally

recognizing ecosystem for enabled innovation
societal value sustainable and resilient

Transforming QUALITY DATA into CLINICAL INSIGHTS to build

MEDICAL EVIDENCE for improved PATIENT OUTCOMES




Challenges to realizing the potential

Fragmentation Interoperability

Lack of Complex
incentives regulation




Data Governance
As open as possible, as closed as necessary

Patient Societal Citizens access
centred benefit & control

Governance
proportional
to risk

Supporting
secondary use




Working with partners to drive the change
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A European perspective

“It is clear: digital tools can significantly improve the capacity and efficiency
of health systems, as well as citizens’ health and well-being. They can also
empower the patients. The digital transformation is essential to help
European countries recover from the pandemic — to build stronger and
more resilient health systems, to and support long-term competitiveness
and innovation within the EU’s medical industry.”

Stella Kyriakides, European Commissioner for Health and Food Safety, 2020
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Convergence of EU single market for data & review of the
Pharmaceutical Strategy for Europe

v' On 3 May 2022, the European Commission published the European Health Data Space (EHDS)
Proposal

v" The EHDS complements the horizontal legislative framework laid down by the Data
Governance Act and the proposed Data Act.

v" The EC established the first comprehensive regulatory scheme for artificial intelligence.
v" The EU is updating its rules on cybersecurity.

4

» Future-proofed regulation that foster innovation and increase attractiveness for investment in
research

» Partnership to increase trust in data sharing and use of digital technologies efpia
» Investment in digital infrastructure to ensure its scalability and usability

To be successful, Europe needs:
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