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EU ‘[Qnﬁfiatives: Digital Health
European Health Data Spage:
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* System for data egceﬁange and access
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All data uses tarred with the same br%gﬂ

» Lack of Sector knowledge: Big Jech
and Life Sciences treated the e

» Consent = False Positive _@
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Rapid, Evolving Technology / Data
Access
» Lack of parity between laws /
regulations / standards and new
data uses/technologies
» Challenging healthcare research
» “Traditional” processing models are
focus of most supervisory authorities
» Lack of understanding among clinic
DPOs
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Uncontrolled Spiral &
the GDPR lack of
harmonization

RISK:
Stymie Innovation

De-indentificatio »\Qseudonymisation / Anonymization
+ Eachterm different meaning

* No pre-defined checklist

+ Different approaches required
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Laws and Standards >
+ Patchwork of laws / regulations @
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Consent = False Positive
» Different requirements between ICFs
and consent for GDPR
» Compatible use or Issue of further /
secondary use
* Challenges to facilitating withdrawal
if data pseudonymised
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Opportunities

* Harmonisatigh — Stakeholder
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Qr»\©' Adoption of Standards: ENISA
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pseudonymisation and other EC or

EU level support

e GDPR Code of conduct
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