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e Based on ethics

EU Digital

Implementation COVID Certificate -

Certificat numérique
européen COVID
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Name

Date of birth
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Unique certificate identifier
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20O




LESSONS LEARNED«##ROM THE COVID PANDEMIC

o

FRANCE22
&

\(\Q

A <
Tgé’\?mportance of smaller steps. Love it
5 N "o

-

LY
o- 5
~ .

a
- - - > -

&Oéo . M‘ A' et %’
Q Y : _ :
& é
6®
%]
<
s(s\\'@

& E
& =
O L=

QOK = |
& =
@@6 p—
it
< =

© .

Qq/q/ —
Vv T
—

| o—
]

—

——

[~ R

L — = — )]

G=rey 2=
| — |




w WHAT IS THE PROMISE oﬁ FEUROPE TO EUROPEAN CITIZENS IN
TERMS OF DIGITAL H@&T_TH ?

4 o
Towards a European Health [2§ta Space (EHDS)
o§o
« 27 countries, 27 health systgms 2
S -
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A European regulatlon@9 the Cross-border

healthcare dlrectlvge
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« Services e@ected from citizens and health

professgp“hals

@
] A@%ess and provide access to their health data in
digital format

1 Share interoperable health data

| Ensure tools and infrastructure are in place

« Empowered by Digital Health
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Towards a European Health Dsﬁa Space (EHDS)

} OBJECTIVES S

B S %Ie market for data

PRIMARY . . . @ \<Data protection

se of health data Individuals in control of their health data ‘O Free movemetit Reeople,

digital goods and services

Re-use of health data Policy (incl. e.g. public health, HTA) 8&
Regulatory decisions

B Better Policy Making

. . ¢ B Facilitated Research &
Research and innovation Innovation
SECONDARY

Capacity building

Legal / Governance Quality of data Infrastructure /digitalisation
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B Curopean Health Data Spaee is already partly live with the creation of a
European trusted zone@ﬁd use-cases:. MyHealth@EU

0\0
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<
Use cases intearation @Q@b MyHealth@EU : national contact
J < points allow for a secured access to
health data

Patient summaries and ePrescriptio
10 EU Member States live
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> 2022: images, imaging report , laborat Il Go-ivo plarmed 2022 CY GR
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Terminologies K UL results, discharge reports; rare diseases, ] Avpilosion axpactsd 2022

original clinical documents, and access B
patients to their health data in Europe

Health $ata heald 31 Balgian
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Granting citizens and healthcare professionals access t Ith data across
borders In an interoperable, digital format (1/
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U‘ WHAT IS THE PROMISE gyf EUROPE TO EUROPEAN CITIZENS ?

=Q Catalog of data

 Business model

<

¢ | 19
v\\@* 1. Ethics @

3 pillars Qo‘& .
for theéitizen ’ 2. Interoperability
@@
<C .
Q&@ 3. Security




U‘ THE FRENCH PRESIDENCY OF THE COUNCIL OF THE EUROPEAN UNION
— WANTS TO BUILD THE EUR@TSEAN AMBITION ON SHARED VALUES
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O\eﬁacing health crisis, the assertion of aggresive powers and climate

La présidence
francaise du Conseil

de I"Union The three key principles « Relaunch, Strength, European belonging »
européenne A

change, the best response is European

s are the translations. N
R L] ;-."
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RELAUNCH S

O\@
and economic strengthening to enabLé Europe to accompany
the ecological and digital transitions™

« A strong Euro%eéfn the world,

O
fully sovereig,rgoe» @Q@b
« A stronge@ more sovereign, STRENGTH @b'Q‘
more unitsd Europe » Y

To defend and promota;gbur values and interests

&

SENSE O&ﬁUROPEAN BELONGING

@@
To buﬂdﬁnd develop a common European imagination: through

cultugge our shared values, our common history
(1/

Making Europe a digital leader
Europeanise all strategies to
support the "innovation and

growth of start-ups”
A « Europe of public health »
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#PFU EZOZ%\@HALLENGES FOR DIGITAL HEALTH
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STRATEGY FOR DIGITAL HEALTH

Move towards the construction of a single market, prepare the European Health Data Space

Establish the ethical prerequisites necessary for
European citizens 1o trust digital health

EUROPEAN
BELONGING

STRENGTH

OK PRINCIPES EUROPEENS POUR L'ETHIQUE DU NUMERIQUE EN SANTE

EFUROPEAN ETHICAL PRINCIPLES FOR DNGITAL HEALTH
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Develop uses by moving towards the construction of a
European single market

)

Towards a progressive harmcnisation of technical standards
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=I=W\S\(eS BB X For EU companies

SNOMED Leading healthcare

Il a1l terminology, worldwide

Strengthen the
governance

Accelerate market
access

RELAUNCH

STRENGTH
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DIGITAL
HEALTH IN
EUROPE

THE FRENCH PRESIDENCY OB THE COUNCIL OF THE EUROPEAN UNION

WANTS TO BUILD THE EUR@f’EAN AMBITION ON SHARED VALUES
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Dégital Haalth shall ba usad to protact

haaith and wei-Daing for all manking

and blosphan.
Progress towards thasa goals will banafit Som guiding
Eenpsan sthical peindpias in Bne with our Eropsan
humanistic tradition and waiues

Tha framawcrk Indudas Eundpaan Ethical Frinciple:
for Digital Heath organized ancand 4 athical
dimansicns.

It &= the basis of Eurcpean citizers’ trust In Dightal
Haalth. It 15 not 3 fll invantony Dot focusses

on the main challangas faced today, sxpraszad ina
dirsct and Smpia way. It goor bayond seourtty and
Interopa bty requirsTeets. They also SETy

the same Intention as Digital principias proposad Oy
e Commission, they are Foousing on Digtal Haath.
Soma of thesa principlas alrcady form part of existing
lawvs Tt tha Union and Mamibar Stats leveis or alraady
inspirn futuen aws af thae Unlon and Mambar State

nl, Howwasear, In s0oma csas, morg negds to be done

& & Interms of their adaptation 1o tha naads of tha
indhviduals banafitting from digfal haalth mrdcas,
or thalr tachnical Implemsatation In practics.

Tha Eurcpaan Ethical Frinciples for gt Haaih will
b rawiewad on 3 reguiar basis in tha coming yaars.
A mpporting documant, datalling tha principias,
niking them with the sxisting and ongoing
reguiaticns and providing aamplss from national
aspananoss Wil ba provided.

Ewropean Coememission and Mamibar States commit
to furthar aspdora and disouss actions to raspact
thiea Europaan Ethical Principlas In thalr actions

om DHgital Heath, monitor prognass and review tham
Jolethy In dus time.

Momber rtate: and Evropean Commisesion
Januany 26, 2022
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Digital Health shall be used to protect hg&ﬁ)h and well-being for

all mankind and biosphere. @

X
Progress towards these goals will senefit from guiding European
ethical principles in line with ou,@E@uropean humanistic tradition
and values. &S

?3\

The framework includes Etiropean Ethical Principles for Digital
Health organized arouct)m"4 ethical dimensions.

K@
It is the basis of El,ué)}pean citizens’ trust in Digital Health. It is
not a full inventoty but focusses on the main challenges faced
today, expres In a direct and simple way. It goes beyond
security andqiiiteroperability requirements. They also carry the
same intention as Digital principles proposed by the
Commission, they are focusing on Digital Health.

Some of these principles already form part of existing laws at the
Union and Member State levels or already inspire future laws at
the Union and Member State level. However, in some cases,
more needs to be done e.g. in terms of their adaptation to the
needs of the individuals benefitting from digital health services,
or their technical implementation in practice. ©

EUROPEAN ETHICAL PRINCI@@ES FOR DIGITAL HEALTH
&

The European Ethical Principles for Digital Health
will be reviewed on a regular basis in\;ﬂe coming
years. A supporting document, dgtailing the
principles, linking them with the ex{sting and on-
going regulations and providigg examples from

national experiences will be provided.
Y

50
o

NS
European CommissigﬁA and Member States
commit to further exptore and discuss actions to
respect these Eurgpean Ethical Principles in their
actions on Digitet*Health, monitor progress and

review themjg»”ntly In due time.
Qﬁ

9
@

Membgﬁ%tates and the European Commisssion,
Jan gﬁ\ry 26, 2022

)
N\
<<O

é‘%&ﬂ initiative of the French Presidency of the
<* Council of the European union, #PFU2022, driven

by the eHealth Network



> 2 EUROPEAN ETHICAL PRINCI(@E}ES FOR DIGITAL HEALTH
£ g

FRANCE22 "9
,06
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0 4 dimensions

Inscrire le numeérique en santé dans un cadre de valeurs humanistes
Base Digital Health on humanistic valves

Donner la main aux parsonnes sur le numeérique et sur leurs données de santée
Enable individua:s to manage their Digital Health and data

Mettre en ceuvre un numeérique en santeé eco-responsable
Implement eco-responsible Digital Health




w EUROPEAN ETHICAL PRINCIEFF_ES FOR DIGITAL HEALTH

FRANCE22

governance

© ,
& 22/01/26 01-02/06 eHealth Network Meeting Pari@s@é Dec 2022
Adoption  Enhance European governance for 9&9 Transparent
by EU eHealth Network European ethical principles for Dlgltal\q communication
Health @}? towards citizens
22/02/02 » Provide an in-depth document, s@:‘owmg
Communication links to regulations, Ilustratecleby real-life
of a volontarist and political examples from national ex@eerlences
choice * Prepare EHDS negomat@c&ﬁ
S

(1/
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Mission Vision
To Implement ethics by To ensure progress in
design Digital Health Health follows humanistic
globally and report values assets q&d
: fransparently to the fradition, orgéf make it an
A EurOpean Way citizen enabler o;\\success

of using [igital o
STRATEGY FOR DIGITAL HEALTH in EUROPE
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