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Varfor eHalsa?

* Bristande tillganglighet och ojamn .
kompetens orsqr{n"m_g ("medical deserts”/geografi).
Ineffektivitet.* Bristfalliga IT-system.

* Demografi samt allt fler "6verlevare” pga
vetenskapliga/tekniska framsteg. Alltsa vaxande

vardbehov.

* Globala megatrenderna urbanisering och digitalisering
som ocksa innebar andrade beteenden och Torvantningar

— forandringstrycket ar hogt

* Kdlla: bl a Socialstyrelsens arliga vintetidsmdtningar, SKRs Vidrden i Siffror samt
OECD-rapporter

** Hdlso- och sjukvardslagen och Patientsékerhetslagen




Framtidens
Halso- och sjukvard

Preventative Férebyggande, Halsoskapande

Co-created Sam-skapad
Precise (Gen)omics, PROM*s, PREM*s
Personalized Individanpassad, Skraddarsydd

*Patient Reported Outcome (Experience) Measures
Handlingsplan for Vision 2030 | Nordiskt samarbete (norden.org)



https://www.norden.org/sv/information/handlingsplan-vision-2030

European Health Data Space, EHDS
Primary and secondary uses of health data

« Timely and simplified exchange of and access to health data for different use cases:

» Healthcare provision, access and control of patient over their data, (cross-border) exchange of health data;

» Digital health services (including telehealth and m-health);

» Research (eg on cancer, rare diseases, COVID-19 etc), pharmacovigilance, public health, policy making

Legal/Governance

Use of —
health _ | Better
data Healthcare
(primary) ~
Better Policy
Re-use of Making
health data | —
(secondary) Better Research

and Innovation

Legislative and
non-legislative:
governance
(review of art. 14
2011/24/EU),
interoperability,
citizens'’ rights, re-
use of data.
Single market for
digital health
services. Al
development and
deployment

Quality of Data

Infrastructure

Capacity building

FAIRification projects
Other mechanisms

Cross-border
infrastructure for health
data exchange
(MyHealth@EU)

EU-wide infrastructure
for secondary uses
(research
infrastructures, data
authorisation bodies,
registries)

Trainings, cross-
border cooperation,
best practices, etc.

through different

funding sources
(EU4Health, RRF)

EU Health: European Health Data Space (europa.eu)

European
Commission


https://ec.europa.eu/commission/presscorner/detail/en/qanda_22_2712

1st sector specific European Data Space
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* Driven by stakeholders * Sectoral data governance (contracts, Datasets
* Rich pool of data of varying degree of licenses, access rights, usage rights) <~ from public
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Individuals have
difficulty accessing
and controlling their

health data

no Main problems

Healthcare
professionals
have difficulty

accessing

health data

slo Providers of digital
Q‘l‘b ' health services and

products face barriers

Policy makers and
regulators cannot
easily access health
data

Limited innovation
takes place on the
basis of health data

European
Commission
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European Health Data Space

Data Access and Fluidity to enable following objectives:

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 level playing field for
manufacturers

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




European Health Data Space

Use of data for healthcare (primary) Re-use of health data (secondary)
Single market for Access to health
Sharing of health digital health data for research, Al
data for healthcare products and innovation, public
services health policy making

Problems
 Limited provision of data
for training of Al

« Difficulties for regulators
to evaluate Al algorythms

« Uncertainty on Al liability
in health

Problems Problems Problems

« Limited control of patients * Uneven national * Low re-use of health data
over their health data legislative frameworks * Cumbersome cross-

« Limited interoperability » Uneven quality framework border access to health
between health care * Uneven procedures for data

providers prescriptions, * Fragmented digital
reimbursement, liability infrastructures

Areas of work

Areas of work Areas of work Areas of work

+Control of patients over their « Eliminate barriers to free * Governance and rules for
data movement access to health data

*Interoperability . Labelllng * Data FAIR-ification

*Role of e-health agencies L
*Reinforced EU gogernance * Interoperability + Digital infrastructure
(eHealth Network) « Reimbursement (EHDS2)

*Reinforced MyHealth@EU « Liabili

* Support for
development and
rollout of Al

+ Data for Al
* Support for regulators




EHDS: articulation within EU regulatory framework

Cross-border
Healthcare Directive

GDPR
Data Governance Act

Al Act
Data Act
MDR
elDAS

EHDS

« Control of patients over their
health data

* Unleash the data economy

» Re-use of data for research,
innovation, policy making,
regulatory decisions




MyHealth@EU

« Currently 10 Member States are live

i
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- Application expected 2022:
AT DE DK IS NORO

« The number of connected Member States
will grow rapidly in the years ahead

» Currently there are 2 services: Patient
Summary and ePrescription

 This is being expanded to include Medical
images, Lab results, Discharge letters,
Rare disease data and other health
information categories

» A Pilot will explore Patient Access to their
health data in MyHealth@EU
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Primary use of health data

* The legislative proposal will focus on a number of areas:

» Expanding the rights of citizens to access and portability of
health data

« Strengthening the eHealth governance
e Expanding the MyHealth@EU services

« Promoting interoperability of health software solutions (including
EHR, apps, medical devices)



| Secondary use in the EHDS

Granting researchers, policy-makers and industry access to health data across :
borders in an interoperable, digital format =



Access to data for research, innovation and policy making

Data Sharing |-
Infrastructures | ™.

EMA

Health Data
Access Bodies

(spe)

EMA European Medicines Agency
ECDC European Centre for Disease Prevention and Control
SPE Secure Processing Environment

ECDC

Health Data

Creating a network of nodes as
entry points into EHDS

Nodes can be National Data
Authorisation Bodies or European
stakeholders (EMA, ECDC, Research
Infrastructures)

Rules are in place governing the
access to health data
(interoperability, data quality, privacy,
security)

Examples at national level are
established in Finland, Denmark,
France and Norway

European |
Commission



Towards European Health Data Space

Towards European Health Data Space or TEHDAS, is a Joint Action project
being carried out by stakeholders from 25 European countries. Their goal is to
develop European principles for the secondary use of health data and to
advance the cross-border secondary use of health data in Europe.

TEHDAS is doing this by structuring their work in 8 different work packages.

Outreach,
Coordination Dissemination Evaluation engagement and
- sustainability
Sharing data Excellence in Connecting - e
9 for health g data quality the dots 0 Citizens

Project — Tehdas

TEHDAS Stakeholder forum 2022 - Sitra

FAQ in English | Health Data Hub (health-data-hub.fr)
Findata — Finnish Social and Health Data Permit Authority



https://tehdas.eu/project/
https://www.sitra.fi/en/events/tehdas-stakeholder-forum-2022/
https://www.health-data-hub.fr/page/faq-english
https://findata.fi/en/

Secondary use of health data

* The legislative proposal will focus on a number of areas:

« Expanding on the existing infrastructure in Member States (Health Data
Authorisation Bodies)

* Introduce a European infrastructure
* Promoting interoperability and data quality

« Strengthening the legal base for the re-use of health data



Projects

EU4Health funds a number of relevant projects to further expand the European
digital health infrastructure

* A pilot project to allow patients access their health data in MyHealth@EU

« Expansion of MyHealth@EU, both by allowing more Member States to
establish National Contact Points and by expanding the amount of services

* A pilot project to understand the potential of a European network of National
Health Data Access Bodies collaborating on secondary use of health data

RRF provides a further 12 Billion EUR in digital health funding



Strengthened security

Primary use  Secondary use




Yttrande Diarienummer
2022-08-23 2022/02211

eHalsomyndigheten Socialdepartementet

Enheten for folkhalsa och sjukvard
s.remissvar@regeringskansliet.se

Gemensamt personuppgiftsansvar for medlemsstaterna, med
samtidig roll fér kommissionen som personuppgiftsbitrade

Betydelsen av informations- och datasékerhet

Kostnader och EU-finansiering

Myndighetsorganisation for féreslagna uppgifter och ansvar

Natverket for e-halsa (eHealth Network) ersatts av EHDS-styrelse
(EHDS Board)

Férordningens paverkan pa olika intressenter

Halsoappar boér uteslutas ur férordningen.

remissvar ehds e-halsomyndigheten.pdf (ehalsomyndigheten.se)



https://www.ehalsomyndigheten.se/globalassets/ehm/3_om-oss/remissvar/remissvar_ehds_e-halsomyndigheten.pdf

Interoperabilitet

o Standarder
« Agilitet

* Regulation
« Mogjliggdérande (gasa)
e Kontrollerande (bromsa)

Why -How? — When Technology Meets Healthcare (hoornebert.be)



https://hoornebert.be/2022/08/26/european-health-data-space-what-why-how/

* Developsoptions for governance models for the exchange and secondary use of health
data between European countries, based ontransparency, trust, citizen empowerment and a
common good.

¢ Provides recommendations for European countries on planning national legislation to
enable cross-border exchange and secondary use of health data.
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Package 5: Sharing data for health - Tehdas



https://tehdas.eu/packages/package-5-sharing-data-for-health/

42 Demokratiseringsverktyg
/°Empowerment. Kunskap dr makt.

@ Innovation > “MVP" > Piloter
@ Data > Analys > Iteration > Utveckling > Support*
@ Skalning och spridning > Ersattningsmodeller och

regulation

*At the End of the Funnel: Translation of Improvement
Approaches in Healthcare (chalmers.se)
av Christian Colldén MD PhD, Sahlgrenska Sjukhuset, Géteborg

Not like this....

SUSTAINABLE
DEVELOPMENT

\ [/
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¢CALS


https://research.chalmers.se/publication/503018/file/503018_Fulltext.pdf

Férandringsledarskap

1. Att bygga fortroende for nyttan samtidigt
som risker minimeras

2. Framalutad expertis och fardigheter for
effektiv anvanding (utbildning/tréning)

3. Anpassningar hos organization, struktur,

. regelverk och ersattningsmodeller
Adaptivt skifte

i manniskors

attityder och ) . ]
fardigheter Det kravs stod genom alla dessa processer pa

alla nivaer - lokalt, regional, nationellt - till
medarbetare, chefer och beslutsfattare
(ledarskap)

Adaptivt skifte i
regulation,
organisation och
arbetssatt

Publicerad i November 2020



HEALTH VILLAGE SERVICES IN FINLAND

DIGITAL SERVICES FOR PROFESSIONALS

Events and Treatment instructions

eKnowledge trainings in digital format

Information about

DIGITAL CARE PATHWAYS applications
Suppod.and Communication Self—cc.:are/. Tools for
coaching self-monitoring researchers
Personal Remote Applications Diagnosis tools
care plan appointment and devices

My Path —customer account

Consent for research

Identification

advice services support presentations CLOUD-BASED ICT-
_I-— Symptom Self care Service PLATFORM
ZHEALTH * barometers services guidance
2VILLAGE HUS

HUS: Helsinki Universitetssjukhus har 27 000 anstdllda, 3000 bdddar, and ér Finlands 2° stérsta arbetsgivare.







Framtiden ar redan har,

den ar bara inte sa vanlig dnnu.

Tack
Nasim.Farrokhnia@ki.se

Nasim Bergman Farrokhnia | Linke



mailto:Nasim.Farrokhnia@ki.se
https://www.linkedin.com/in/nasim-bergman-farrokhnia-07424014/
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