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Z~ Fﬁf? FEY S~ F" 7}" ‘Y 2=Z_ = #Ev viD *# Data Sharing
Framework

General Data Protection Regulation

GDPR (Entered into force on May 24, 2016 and
Applied since May 25, 2018)

European Health Data Space
EHDS (First proposal on May 3, 2022)

| European Law has priority over national Law !

| Finland Law |

Medical Biobank Act Secondary Use
Research Act (Entered into force on of Social and
(Entered into force on September 1, .2013) Health data Act
November 1, 1999) (a.mendments will enter (Entered into force on
’ into force 1.1.2024%) May 1, 2019%*) amendments 2023*

Reference: FINNGEN; European Commission

13



Communication from the Commission - A European Health Data Space:
harnessing the power of health data for people, patients and innovation (May 3, 2022)

Empower individuals to control
their health data

Unleash the power of the health
data economy

Ensure a consistent and efficient
framework for the reuse of health data
for research, innovation, policy-making
and regulatory activities

security of health data and a
level playing field for
manufacturers

Foster a single market for digital
health services and products @
Ensure interoperability and ||!

Figure I - Main objectives of the European Health Data Space
Author: Directorate-General for Health and Food Safety 14
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Pregnancy and abortion
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Genomics :-

Lifebit’s Platform offers a seamless end-to-end
solution for precision medicine

AIRLOCK

Molecular Data Data Custodian’s secure environment
(wes | WES | Multi-omic)

From pqtlents raw data to N Researchers
1andc nsights

Clinicians

i

-

1. Patient : 3. Trusted Research 4. Federated 5. Research &
Recruitment Environment Infrastructure Clinical Insights

e ———
Reference: LifeBit 2023




Bcg P|0’rforms A Pioneer in Clinical and Omics data Management, Analysis and Access

Revolutionizing drug development and personalized care

b2 :

1

We unlock value from data to We enable data-driven decisions We provide access to the diverse
drive healthcare innovation for research & precision medicine RWD sources globally
Software platform company ° Integration of genomic and e Many references and global
with 25 years experience clinical data federated data partner network
e Founded from a unique e In-built data analytics, sciences
genome project with MIT statistical genomics e HIPAA & GDPR compliant

Whitehead Institute

(Modified from BC Platforms 2023 report)
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