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PM Networks in Europe
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Stakeholder Integration
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Unique ecosystems
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Original Article

ESMO Study on the Availability and
Accessibility of Biomolecular
Technologies in Oncology in Europe
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Table 3: Availability of techniques across countries by region
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Clinical Trials
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Sustainable Data Infrastructure
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Personalized Medicine: Regulatory Framework of the EU

Regulation Purpose Challenges
European Health Data Space Empowering control and secondary
(EHDS) use of personal electronic health

data. Fostering a market for
electronic health records.

General Data Protection Enhancement of control and rights
Regulation (GDPR) over personal data, simplification
of regulatory environment. Complexity

National resources for
implementation
Siloed health care systems
Orphan diseases

Knowledge generating healthcare
In Vitro Diagnostic Medical Protection of public health, Ecosystem for innovation

Devices Regulation (IVDR) patients and users. Functionality of
internal market (SME).

Health Technology Assessment  Joint clinical assessments, joint

Regulation (HTAR) scientific consultations,
identification of emerging health
technologies.

Clinical Trials Regulation Favorable environment for clinical
research, high standards of public
transparency and safety for
participants.

A. Stenzinger....S. Hill, R. Rosenquist, 2023



EU General Data Protection Regulation (GDPR)

e Rights of the data subjects (e.g. right to data
erasure, right to data portability)

* Data protection by design and default

* Broad consent under adherence to ethical standards

* Risk assessment and documentation rules

e Additional requirements for data transfer

Meant to enhance and foster

Siloed national/regional interpretations of GDPR
Different data protection rules in EU/EEA and non-
EU/-EEA countries

National/regional PM infrastructures &

international research networks/consortia +
(with ethicolegal governance, consents & standards)

Patients Biomedical Research

Innovation Cycle

\_J A. Stenzinger....S. Hill, R. Rosenquist, 2023



Sustainable Financing and Reimbursement

Risk-sharing

A -
Financial-based rebatesz Front-load payments: value-based pricing'/| payrnentiinsurance],
ome: ba : nd ~specific/perform. ed

Cost-based MEAl

The main barriers and d|smcent|ves to PM financing and
reimbursement were:

1- the lack of strong links between stakeholders and
2- the lack of demonstrable benefit and value of PM

Direct to consumer (out-of-pocket)

Bundled payment

American Society of Clinical Oncology’s
Clinical Practice Committee (CPC)
model

Upfront payment

Non risk-sharing

Koleva-Kolarova et al., 2022
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