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WEIHA + 1 35 FE {E1EHREIRIE (Trusted Research Environment)

Safe People

Safe Settings

Access to data is only possible using
secure technology systems — the
data never leaves the TRE.

REFERZERMARTEFIERN
(ERKEAERMBTRE) -

Only trained and specifically
accredited researchers can
access the data.

HAEZBIEINMRBENHRREART
AE(E A EIZ -

Safe Projects

Safe Projects Data is only used
for ethical, approved research
with the potential for clear
public benefit.

Safe Data

Researchers only use data that
have been de-identifed to protect
privacy.

R KM BIERIRERT -

i"t\i%’f%%ﬁl%@fﬂiﬁ?&é@ﬁ - & Safa Outputs
ﬂ:'%ﬂ"ﬁﬂﬁﬁEA"*Uﬁ'Emgﬁﬁ FRA RIS Bk R 1Y 4538 All research outputs are checked to ensure
7 BE - EREHA they cannot be used to identify subjects.

AE FA AL &8 Bl {8 B2 -

Reference: HDR UK. Trusted Research Environments 20
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:.tl =': %l-(sl' 53 ig! 23% ’Eﬁzj&*g Health-specific

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)

I European Law has priority over national Law I

| 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

23



A E N

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

Unleash the power of the health
data economy

’ Ensure a consistent and efficient

Empower individuals to control
their health data

Foster a single market for digital
health services and products

Ensure interoperability and
security of health data and a

framework for the reuse of health data
for research, innovation, policy-making

level playing field for and regulatory activities

manufacturers

Author: Directorate-General for Health and Food Safety

Figure 1 - Main objectives of the European Health Data Space 24
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EVDE I E © EERAENER @
n National Biobank (DNB) ggg%fg‘;%ﬁ@mﬂi (AL

« Bl APIELERIFETHIPEER

. BYH R (R R E)
o 9 o e o . R BANEYE S —

1960 1970 1973 1977 1977
Biological Cause of death Abortion Pregnancy Visits from the 1977
samples Health nurse Treatment

in the hospital

B RABEE B RS -
. e e B
1990 1987 1982 D) KB S R AN

1991 @ Sodo-ecoromc_ Bloodest fom e EHEAES -

Socio-economic

status (education)

1995 1996 1997 2004 2019
Qlinical Quality Registres Vaccinations Medicine purchased Health services Genomes
. 0. Quality Database o at the pharmacy in the municipalities

Reference: Danish National Biobank 25
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p" Vaccinations EE; %U E n$ mHEI nafﬁi T HEE?%E/Z_’R
- S RSB E D RERREY)

RABREAER -

’rﬁ;’:iﬁtlﬂlt\ ; 7%*4 =Py 9I\ﬁ|3$

Cause of death @

Nursing home @3 El Height and weight in school

Home help ;@ QJ Visits to the doctor's

Iz L% 0
Municipal Cj : A ~ Laboratory samples ST L L S | EXg = N
L , _ @ ooy BIETEL  ANEREREH
-.[Ell ﬁ ]:( Tissue and cell samples Z \4{ /%7':12'& H"‘Jgﬁg %E#@E °
Treatment
at the hospital Medicine purchased

t the ph i [ [
at the pharmacy Reference: Danish National Biobank 26
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Federated Data Leader fg, lifebit

Making data securely usable for drug discovery & precision medicine worldwide
- Getting Patients to better outcomes

DATA CUSTODIAN DATA CONSUMER

Federated —
Data Network S| () Bochinee

Ingelheim

DANISH NATIONAL
GENOME CENTER

Oncology Neurology Cardiometabolic

Immunology Rare Disease Other

Reference: LifeBit 2023 27
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GE AT d%llfebl’r Joint data drives more insights

a5 &k
7|_( q_ England :::::

Connect the world’s distributed biomedical datasets

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

AIRLOCK

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

Lifebit @
Platform

From patlents raw data to . Researchers

1andc
Clinical Data

Clinicians

i

-

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

e —
Reference: LifeBit 2023 28




BC%Plo’rforms

A Pioneer in Clinical and Omics data Management, Analysis and Access
Revolutionizing drug development and personalized care (Modified from BC Platforms 2023 report)

S 4

-

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 e Integration of genomic and e Many references and global
with 25 years experience clinical data federated data partner network
° Founded from a unique e In-built data analytics, sciences
genome project with MIT statistical genomics e HIPAA & GDPR compliant

Whitehead Institute gn -
. Co 20238 2 BEXRBBESKIZFEES
@] gfﬁf i Eﬁ}a 7, Capacity Building of Trusted Research Environment (TRE)

National Health Research Institutes BRI : 20238F11H25H(7S) 9:30-17:00 >
Wes . SHPERDLAEKILN FREELBEREHDL 018EE 2
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