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DIGITAL

THE ROLE OF PLATFORMS: THE NEW REGULATORY
FRAMEWORK

Digital market evolution

The growing importance of the digital market can be seen as one of the most
important changes of our era. At the same time, the analysis of this type of sector is
extremely complex, due to its blurred boundaries and high degree of dynamism and
innovation.

E-commerce sales in major areas of the world ($ bln)
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In recent years, e-commerce has undergone a marked boost in terms of both sales
and turnover, becoming an essential component of the global retail trade. Data
published by Statista and the World Bank show that by 2025 digital trade in China will
grow by 49%, in Europe by 42% and in North America by 35%.
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The evolution of the operating systems market (2010-2020)
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The digital market isn't just limited to e-commerce. A branch of the digital
market that has become quite important in recent years is the mobile sector.
According GSMA two thirds of the world population currently uses a mobile
phone, about 85% of all people aged 13 and over. At market level, on the
hardware production side, the sector is extremely dynamic and competitive.
The situation for the software market is different, especially regarding
operating systems. Over the last decade, the market has been reduced to just
two main suppliers, creating a duopoly – Google Android (Alphabet) and iOS
(Apple) together representing 99% of the market.
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The social network market

As regards the social network sector, it can be observed that it actually includes a
wide range of services that sometimes have quite different characteristics. In
particular, market dynamics show how "classic" social networks (eg. Fcebook),
video sharing platforms (YouTube, TikTok) and personal communication media
(WhatsApp, WeChat, Telegram) are actually in direct competition between them,
and aim to expand or reposition their offer of services to get as close as possible
to the tastes of the public, gain new users by subtracting them from rivals and
prolonging the time of use.
Net growth of monthly active users in major digital platforms (July 2019 - July 2021)
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According to the analysis of Kepios, in 2021 the social media with the highest
number of users is still Facebook, with about 2.9 billion users (+ 20.1% compared to
2019), followed by YouTube with 2.2 billion users in 2021 (+ 14.6% in two years),
WhatsApp (2 billion users) and Instagram (1.4 billion users). At 1.2 billion total
users is TikTok which, launched in 2016, quickly climbed the market rankings
thanks to the innovative video sharing service, managed by very advanced artificial
intelligence algorithms, offered in a user-friendly format and designed to increase
usage times.
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Source: Kepios Analysis, Hootsuite e We are Social, 2021

Social networks, video-sharing platforms and the fight to
harmful contents
Content removed from Facebook for reasons of

According to the latest data of Eurobarometer, 71% of Europeans
encounter fake news online several times a month (30% every
day). Those who seem to be most exposed are young people,
which in 63% of the cases say that they encounter fake news at
least once a week.

Similar issues were faced by Twitter which, in the first half of 2020,
acted against 3.88 million of accounts and over 4.48 million
content pieces flagged as harmful conduct.
Source: Facebook; Twitter
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Data disseminated by Facebook shows that, in the last quarter
only, the social network acted against over 151.4 million content
pieces of this kind. Fortunately, the trend is decreasing, and
between the second quarter of this year and the last, harmful
content removed reduced by 10.4 million (-6%). In terms of
numbers, the most troubling issue is related to violence and
suicide which unfortunately amounted to over 48 million in the
last quarter, a slight increase compared to the previous period.
Another extremely worrying problem is that of the contents
related to child nudity’ and sexual exploitation. After an explosion
in the second quarter of 2021 (+512%) data shows, fortunately, a
decrease in the amount of content of this type which was
intercepted.
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Child Nudity & Sexual Exploitation

Apr - Jun
2021
Terrorist
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*Adult Nudity & Sexual Activity, Bullying & Harassment, Drugs, Firearms

Abuse/harassment
Child sexual exploitation
Civic integrity
COVID-19 misleading information
Hateful conduct
Illegal or certain regulated goods or services
Impersonation
Non-consensual nudity
Private information
Promoting suicide or self-harm
Sensitive media
Terrorism/violent extremism
Violence
Total

Accounts actioned

Accounts suspended

Content removed

964.459
469.439
6.469
3.399
1.126.990
103.285
141.033
27.087
42.894
188.561
706.979
58.750
49.146
3.888.491

86.202
464.804
64
597
157.615
53.696
126.750
3.693
2.885
4.287
42.801
58.750
34.829
1.036.973

1.448.418
9.178
8.122
3.846
1.628.281
236.119
15.816
52.442
65.001
226.905
728.778
59.933
4.482.839
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Digital advertising

Digital advertising has experienced a continuous growth during the last 15 years with an average annual growth of about +20% from 2006 to 2019. In
2020, despite the pandemic crisis, it recorded a growth of 6.3%. Looking at the different segments, while Classified, Directories, Affiliate showed a
9.1% decrease in 2020, Search adverting rose to € 30.3 billion (+7.9%). Display advertising reached the highest peak (€ 31.8 bln), increasing by 9.1%.
Programmatic advertising has played a fundamental role in el Display's growth. This type of advertising uses automation mechanisms that rely on a
set of rules applied by software and algorithms adopting different models that help buyers, sellers and intermediaries of advertising spaces to better
allocate those spaces, giving more satisfaction both to the ad sellers, which can optimise their sales, and to the ad buyers, which can reach more
interested customers and increase their return on ad spending (ROAS). While traditional display ad registered a -1.6% decrease in 2020, display ad
spending using programmatic saw a 7.6% increase.
Digital advertising spent in Europe per segments
(€ billn)

Digital advertising spent in Europe (€ bln)
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The Digital Market Act (DMA). The state of the legislative
procedure of adoption and the most relevant requests of
modifications 1/7

SCOPE OF APPLICATION

GATEKEEPER DESIGNATION

COUNCIL

EUROPEAN PARLIAMENT

15 December 2020

25 November 2021

December 2021
Elimination of “core platform
services” replaced by “undertaken”.
Inclusion of other types of
undertaking:
• web browsers
• virtual assistants
• connected TV

“8 core platform services”
• intermediation services
• social networks
• search engines
• operating systems
• online advertising services
• cloud computing
• video-sharing services
•

✓ Quantitative thresholds
•

✓ Misuration of end users and
yearly business users

DMA PROPOSAL

€6,5 billion in annual turnover
in the EEA and a market
capitalisation of €65 billion
explanatory annex

prohibition of
fragmentation practices
of platform services in
order to circumvent
quantity thresholds

more than 45 million monthly active end
users established or located in the Union and
more than 10 000 yearly active business
users established in the Union in the last
financial year

•
•
•
•

€8 billion in annual turnover in
the EEA and a market
capitalisation of €80 billion
explanatory annex
Annex containing criteria to
measure users
monthly end users shall refer to the
average number of monthly end
users during a period of 9at least six
months within the last financial year

The Digital Market Act (DMA). The state of the legislative
procedure of adoption and the requests of modifications 2/7

✓ Term of notification to
Commission
✓ Procedure of designation
in absence of notification

✓ Review of gatekeeper
designation by the EC

DMA PROPOSAL

COUNCIL POSITION

15 December 2020

25 November 2021

within 3 months after the
satisfaction of identified
thresholds
Possibility for the Commission
to designate a provider as
gatekeeper also without
notification

at least every 2
years

EUROPEAN PARLIAMENT
(Adprovation IMCO report)
December 2021

within 2 months after the
satisfaction of identified
thresholds

within 2 months after the
satisfaction of identified
thresholds

In absence of notification,
Commission requests
thresholds information from
the provider (within 10 days).
In absence of feedback,
possibility for the Commission
to designate a provider as
gatekeeper independently

In absence of notification,
possibility for EC, before
designation, to request
information to the provider
within a deadline

at least every 4
years

at least every 3
years
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The Digital Market Act (DMA) proposal. The state of the
legislative procedure of adoption and the most relevant
requests of modifications 3/7

REPORTING REQUIREMENTS
FOR GATEKEEPERS

DMA PROPOSAL

COUNCIL POSITION

15 December 2020

25 November 2021
•

•

•

REPORTING REQUIREMENTS
FOR EC

•
transmission to the EC (within 6
months of designation as
gatekeeper) of a detailed report of
the measures adopted (annual
update)
•
transmission to the EC (within 6
months of designation as
gatekeeper) of non-confidential
summary report
Publication of the syntetic report by •
the EC

Publication and updating the list of
gatekeepers and the list of the
core platform services

EUROPEAN PARLIAMENT
(Adprovation IMCO report)
December 2021
transmission to the EC (within 6
months of designation as
gatekeeper) of a detailed report of
the measures adopted (annual
update)
transmission to the EC (within 6
months of designation as
gatekeeper) of non-confidential
summary report
Publication of the syntetic report by
the EC
Publication and presentation by EC to
EP and Council of an annual report
setting out the findings of its
monitoring activities including the
impact on business-users especially
small and medium-sized enterprises
and end-users
11

The Digital Market Act (DMA) proposal. The state of the
legislative procedure of adoption and the most relevant
requests of modifications 4/7
DMA PROPOSAL

COUNCIL POSITION

15 December 2020

25 November 2021
•

UPDATING
OBLIGATIONS FOR
GATEKEEPERS (ART. 10)

•

Punctual identification of the
scope of a delegated act (greater
breadth than the Parliament's
proposal)
More detailed definition of
unfair or limiting the
contestability of core platform
services practice

EUROPEAN PARLIAMENT
(Adprovation IMCO report)
December 2021
•

Delegated acts shall provide for only the
following:
(a) the extent to which an obligation applies
to certain core platform services;
(b) the extent to which an obligation applies
only to a subset of business users or
end users; or
(c) how the obligations shall be performed in
order to ensure the effectiveness of
those obligations
• Adoption by the EC within 18 moths
after the entry into force of this
regulation a delegated act defining the
appropriate scope and features for the
interconnection of the gatekeepers
online social networking services as
well as standards or technical
specifications of such interconnection.
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The Digital Market Act (DMA) proposal. The state of the
legislative procedure of adoption and the most relevant
requests of modifications 5/7
DMA PROPOSAL

COUNCIL POSITION

EUROPEAN PARLIAMENT
(Adprovation IMCO report)

15 December 2020

25 November 2021

December 2021
•

GATEKEEPERS
OBLIGATIONS

•

•
•

COMPLIANCE WITH
OBLIGATIONS FOR
GATEKEEPERS
EXEMPTION FOR
OVERRIDING REASONS OF
PUBLIC INTEREST

Possibility for the EC to invite
interested third parties to
comment on the measures to be
implemented by the gatekeeper

Publication and updating the list
of gatekeepers and the list of
the core platform services
Grounds for exemption:
- public morality
- public health
- public security

•
•

Elimination of public morality
Procedure: review of the
exemption decision on an
annual basis

additional requirements on the use of data for targeted or
micro-targeted advertising and the interoperability of
services
Possibility for gatekeeper to take indispensable measures
to ensure that interoperability does not compromise the
integrity of the operating system, hardware or software
features data protection or cyber security
Adoption of guidelines to facilitate compliance
Institution of the Compliance function by the gatekeepers

Possibility for the EC to invite interested third parties to
comment on the measures to be implemented by the
gatekeeper
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The Digital Market Act (DMA) proposal. The state of the
legislative procedure of adoption and the most relevant
requests of modifications 6/7
DMA PROPOSAL

COUNCIL POSITION

15 December 2020

25 November 2021
•

OBLIGATION TO INFORM
ABOUT CONCENTRATIONS

•
•

EUROPEAN PARLIAMENT
(Adprovation IMCO report)
December 2021

Information at least 2 months before
the implementation
Extension of the information to be
communicated
Publication by the EC of a
concentration summary
•

AUDIT

SYSTEMATIC NON-COMPLIANCE

Obligation for the gatekeepers to
make the audited description
available to the public

Communication of the
objections by the EC to
the gatekeeper within 6
months from the opening
of the investigation

•
•
•
•

Development of standards and procedures
of the audit by EC, EU Data Protection
Supervisor, the European Data Protection
Board, civil society and experts
Obligation for the gatekeepers to make the
audited description available to the public
Elimination of the possibility for the EC to
impose structural remedies
Introduction of the possibility to restrict
gatekeepers from making acquisitions in
areas relevant to the DMA regulation
14
Reduction of the term from 6 to 4 months

The Digital Market Act (DMA) proposal. The state of the
legislative procedure of adoption and the most relevant
requests of modifications 7/7
DMA PROPOSAL

COUNCIL POSITION

15 December 2020

25 November 2021

EUROPEAN PARLIAMENT
(Adprovation IMCO report)
December 2021

•

GOVERNANCE

•
•

FINES

Fines not exceeding 10% of its total turnover
in the preceding financial year

EC is the centre of the governance
model
Possibility for the national
authorities to be:
involved in market investigation
informed on concentrations
notifications
Involved in carrying out interviews
and taking statements
Institution of the Hight Level Group
of Digital Regulators

Fines not less than 4% and not exceeding
20% of its total worldwide turnover in the
preceding financial year
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The Digital Services Act (DSA) proposal. The Council General
approach (18 November 2021) 1/3

• SCOPE OF APPLICATION
✓ Introduction of online search engine as a separate category
✓ online marketplace
• DEFINITIONS
✓ Extension of definition of illegal content (that is not in compliance with Union law or the law of any Member State which is in compliance with Union
law)
✓ Definitions of active recipient of an online platform and of an online search engine
• ORDERS TO ACT AGAINST ILLEGAL CONTENT
✓ More detailed information on order contents (communication of one or more exact uniform resource locators –URL) and language
✓ Procedure: a) transmission of the order and the information received from the provider of intermediary services as to the effect given to the order to
the Digital Services Coordinator from the Member State of the issuing authority: b) communication by the providers of intermediary services to the
recipient of the service who provided the content (including statement of reasons, redress possibilities and the territorial scope of the order)
•
✓
✓
✓

DUE DILIGENCE OBLIGATIONS
identification of an electronic point of contact
Information on legal representative must be publicly available, easily accessible, accurate and up to date
More detailed transparency reporting obligations (art. 13)a dn possibility for the EC to adopt implementing acts to lay down templates concerning the
form, content and other details of reports
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The Digital Services Act (DSA) proposal. The Council General
approach (18 November 2021) 2/3
• OUT-OF-COURT DISPUTE SETTLEMENT
✓ Possibility for the providers of online platform to refuse to engage in a dispute settlement when the same dispute regarding the same content has
already been resolved or is being reviewed by another dispute settlement body
✓ Validity in all Member States of the certification of an out-of-court dispute settlement body adopted by the competent Digital Services Coordinator
(which shall revoke the certification if it determines, following an investigation either on its own initiative or on the basis of the information received by
third parties, that the body no longer meets the conditions)
✓ Reimburse of any fees or other expenses that the provider of the online platform paid or is to pay in relation to the dispute settlement when the
recipient, including the individual or entity, acted in manifestly bad faith
✓ Fees charged by the body for the dispute settlement: they shall be reasonable, accessible, attractive and inexpensive for consumers. The fees and shall
in any event not exceed the nominal fee and the costs thereof
• ONLINE ADVERTISING TRANSPARENCY
✓ Possibility to use prominent markings (also standardised)
✓ Information about the main parameters used to determine the recipient to whom the advertisement is presented shall be directly and easily
accessible from the advertisement
✓ Setting up a functionality to declare whether the content provided by a recipient is or contains commercial communications (also through prominent
standardised markings)
•
✓
✓
✓

TRACEABILITY OF TRADERS
Detailed obligations for providers of online marketplaces to obtain information on traders and verify prior to the use of the services offered
Storage of the information obtained in a secure manner for the duration of 6 months after the end of the the contractual relationship with the trader
Compliance by design: prohibition for providers of online marketplaces to design, structure, or organise their online interface in a way that either
purposefully or in effect deceives or manipulates recipients of the service, by subverting or impairing their autonomy, decision-making or choices
✓ Obligation for providers of an online marketplace to inform the recipients of the service of an illegal product or service offered through its services
17

The Digital Services Act (DSA) proposal. The Council General
approach (18 November 2021) 3/3
• VERY LARGE ONLINE PLATFORMS
✓ PROCEDURE for designation of a platform g as a very large online platform (EC after having heard the Digital Services Coordinator and also in absence of
information by the platform). Opportunity to the concerned provider of online platform to provide its views within 10 working days on the preliminary findings
by the Commission that it intends to designate the online platform as a very large online platform
✓ Data access and scrutiny: assignment (upon a duly substantiated application from researchers) of vetted researcher status by the Digital Services Coordinator of
establishment (taking due account of the initial assessment provided by the Digital Services Coordinator of the Member State of the research organisation to
which they are affiliated) and adoption of data access requests to allow the access to very large platforms’ data for the sole purpose of conducting research that
contributes to the detection, identification and understanding of systemic risks in the EU. Upon completion of the research, the vetted researchers shall make
their research results publicly available free of charge
✓ Institution of a Compliance function with specific tasks and responsibilities
✓ Increase of transparency reporting obligations (including information on the human resources dedicated by the provider of very large online platforms to
content moderation, the specialist and the linguistic expertise of the staff and the average monthly recipients of the service for each Member State)
• DIGITAL SERVICES COORDINATORS
✓ Designation of the Digital Services Coordinators within fifteen months from the date of entry into force of the DSA Regulation
✓ Emphasis on autonomy and the need to provide adequate technical, financial and human resources to supervise all providers of intermediary services under
their competence
✓ Possibility to exercise the power to order the cessation of infringements and impose remedies, impose fines and a periodic penalty payment through the
involvement of a judicial authority in their Member State
✓ Cross-border cooperation among Digital Services Coordinators, joint investigations

•
✓
✓
✓

GOVERNANCE
More detailed description of Competences, coordinated investigation and consistency mechanisms
Introduction of a limitation period of 3 years for the imposition of penalties in specific cases
Introduction of specific elements to be evaluated by the EC every five years (scope of the obligations on SMI, the effectiveness of the supervision and18
enforcement mechanisms, the impact on respect for the right to freedom of expression and information

The Digital Services Act (DSA) proposal. The most relevant
proposed changes in the IMCO report (18 November 2021)
1/2
• DEFINITIONS
✓ Introduction of the live streaming platform services, online marketplace, online social networking service, editorial platform, dark pattern, deep fake and more
detailed definition of “illegal content”
• STRENGTHENING OF DATA PROTECTION
✓ Processing of personal data concerning the use of the service by a recipient only to the extent strictly necessary to enable the recipient to use the service or to
charge the recipient for the use of the service
• ILLEGAL CONTENT
✓ Obligation for providers of hosting services to remove or disable illegal content within 30 minutes (live sports or entertainment event), 24 hours or 72 hours
✓ Prohibition of ex-ante control measures based on automated content moderation tools (without prejudice to deadlines set in sectorial legislation or legal orders)
• WAIVER
✓ Possibility to obtain a waiver from the requirements of Chapter III for SMI. A specific procedure is proposed and the publication of a list of all waivers issued and
their conditions is set
✓ Possibility for SMI to be represented by collective representations
• CONSUMERS PROTECTION AND ONLINE MARKET PLACES
✓ Stricter conditions for the exemptions of liability specifically targeting online marketplaces. These conditions include amongst other things requirements to
comply with certain due diligence obligations and conditions that ensures that where a trader from a third country does not have an economic operator liable
for the product safety, the marketplace will not benefit from the exemption of liability
✓ Possibility for consumers to seek redress for any damages the products or services have caused from the online platform
✓ Strengthening of the obligation on the traceability of traders through the extension of the scope of certain provisions to all intermediary services and the
introduction of new provisions targeting online marketplaces (including obligations to prevent dangerous and/or non-compliant products from being offered
19
online and obligations to cooperate with national authorities when necessary regarding dangerous products already sold)

The Digital Services Act (DSA) proposal. The most relevant
proposed changes in the IMCO report (18 November 2021)
2/2
• USERS RIGHTS
✓ Timeframes for the internal complaint-handling system and availability of this system for those whose content has been removed, but also for those whose
notification has been rejected
✓ Possibility for the recipients of services to choose between means of communication with the intermediary services
✓ Extension of some obligation also to micro and small enterprises
✓ Out-of-court dispute settlement procedures shall preferably be free of charge for the recipient
•
✓
✓
✓
✓
✓

ONLINE ADVERTISING
Possibility for consumers to navigate through online platforms without being subject to targeted advertising
Targeted advertising set off by default and possibility for consumers to opt-out easily
Prohibition of processing data used for targeted advertising to realize pervasive tracking
Extension of online advertising transparency to all intermediary services and new transparency provisions
Prominent and harmonised markings of advertisement

•
✓
✓
✓
✓
✓
✓

RECOMMENDER SYSTEMS AND ALGORITHMIC ACCOUNTABILITY
Extension to all online platforms in consideration of the significant impact on users
Any recommender system should, by default, not be based on profiling
Possibility for consumers subject to recommender system using profiling to view and delete any profiles used to curate the content they see.
Necessity to design algorithms used in recommender system in a way that prevents dark patterns and rabbit holes from happening
Provision of a “must-carry” obligation to ensure that information of public interest is high-ranked in the platforms algorithms
Possibility for the Commission to assess the algorithms used by very large online platforms and determine whether they comply with a number of requirements
(The Commission would be allowed to sanction in case of infringement of certain requirements)

Parliament will debate and vote on the IMCO’s report during the January 2022 plenary session
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DATA REGULATION

The impact of data economy in the European Union

Data economy impact on the EU-27 GDP

Data economy impact on GDP, by Member State
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The use of enabling technologies in the European countries
Enterprises use one AI system (in % of enterprises; 2020)
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NEXT STEPS
o Data Act
proposal
o launch of a
European
cloud
services
marketplace
o creation of an
EU (self)regulatory
cloud
rulebook

A EUROPEAN LEADERSHIP ON TRUSTWORTHY
ARTIFICIAL INTELLIGENCE

The EU in the global race for AI: investment and research

Private investment in AI by geographic area (2020)

Number of AI research publications, by country (2021)
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I-Com 2021 Index on AI development in the European
countries

Ireland

List of variables
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Number of AI firms (per capita value)
Number of AI research institutes (per capita value)
AI patent applications (per capita value)
Enterprises that use 3D printing (in % of enterprises)
Enterprises that use service robot (in % of enterprises)
Enterprises that use industrial robot (in % of enterprises)
Enterprises that analyze big data internally using machine
learning (in % of enterprises)
Enterprises that analyze big data internally using natural
language processing, natural language generation or speech
recognition (in % of enterprises)
Enterprises with a chat service where a chatbot or a virtual
agent replies to customers (in % of enterprises)
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Belgium

54

Spain

51

Lithuania

50

Portugal

50

Italy

48

Slovakia

45

Netherlands

45

Czechia

45

Germany

44

Austria

42

Croatia

38

France

38

Luxembourg

35

Slovenia

32

Estonia

31

Poland

30

Romania

28

Bulgaria

27

Cyprus

25

Hungary

20

Greece

20

Latvia
Source: I-Com elaboration on Eurostat and EU Commission data
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The EU legal framework on AI:
from EC’s first steps, to the AI Act proposal

June 2018
February 2017
Resolution with
recommendations (to the
EC) on Civil Law Rules on
Robotics

Appointment
of the HighLevel Expert
Group on
Artificial
Intelligence (AI
HLEG)

25 April 2018
Start of EU’s pro-active approach
in the field of AI regulation:
EC presents the Communication
“AI for Europe”

May 2021
Feb 2020
“White Paper on AI:
a European Approach to
Excellence and Trust”
presented by the Von
der Leyen Commission

June 2019
The AI HLEG
presents the
“Ethic
Guidelines for
Trustworthy AI”

Start of the
European and
international
debate around
the EC’s proposal
for the AI Act

April 2021
EC presents the “AI PACKAGE”:
a communication on AI; an
update to the coordinated plan
with MSs; and a proposal for an
AI Regulation laying down
harmonised rules for the EU, the

AI ACT

9 Nov 2021

Draft Report of the Special
Committee on Artificial
Intelligence in a Digital Age

Oct 2021
Report on AI in
criminal matters
presented during a
plenary session of
the EU Parliament
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Eleonora MAZZONI
Innovation Area Director, Institute for Competitiveness
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HEALTH

THE EUROPEAN PUBLIC HEALTH RESPONSE TO THE
CORONAVIRUS PANDEMIC

Covid-19 in Europe. First outbreak and current situation

Daily new confirmed Covid-19 cases and deaths per million
people (7-days rolling average)

Source: Johns Hopkins University CSSE Covid-19 Data and ECDC
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Cumulative confirmed COVID-19 cases per million people (until
9th November 2021)

EU first institutional response to the Covid-19

17 March 2020

30 March 2020

Establishment of
the Advisory
Panel on
Coronavirus

Advisory Panel’s
Recommendations
for Health Systems
Resilience

14 April 2020

2 Giugno 2020

First approval of the
EC proposal for the
activation of the EU’s
Emergency Support
Instrument

Launch of Strategy to
improve and
accelerate patients’
access to safe and
afford. medicines

18 March 2020

3 April 2020

4 Maggio 2020

17 Giugno 2020

First recomendations
for community
measures and testing
strategies

Practical Guidance
to ease up
cooperation across
boarder

Launch of the
initiative “Coronavirus
Global Response”

Launch of the “EU
Vaccine Strategy
Covid-19”
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TOWARDS A EUROPEAN HEALTH UNION

A new concept of resilience

“We cannot wait for the end of the pandemic to repair and
prepare for the future. We will build the foundations of a stronger
European Health Union in which 27 countries work together to
detect, prepare and respond collectively”
Ursula von der Leyen, President of the European Commission,
speaking at the World Health Summit (25 October 2020)

RESILIENCE

• ANTICIPATE
• ABSORB
• RECOVER
• ADAPT

EUROPEAN HEALTH UNION
KEY INITIATIVES:
✓ Pharmaceutical Strategy for Europe

✓ Crisis preparedness and response measures and the
✓ European Plan to Beat Cancer
35

The Pharmaceutical Strategy

THE STRATEGY AIM

Development of the number of valid CESP (2000 – 2020)

Promote competitiveness, the ability to innovate
and the sustainability of the EU pharmaceutical
industry

X APPROVAL PROCESS

Median time to availability for all new medicines (2015-2019), days
859

X WILLINGNESS TO PAY
X PRESSURE ON PRICES

733
686 707

378
349 349 357 373

412

444 445 446

474 496

557
529 533

602

282
153
50

196

87 94

Source: EFPIA, EDQM Database (European Council)
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Crisis preparedness and response measures

New Regulation on Serious Cross-border Health Threats

EMA

ECDC

HERA

Directorate
General for
Health and
Food Safety

(16 SEPT 2021)

Directorate
General For
Research
And
Innovation

EU Civil
Protection
Mechanism
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Europe’s Beating Cancer Plan: a political commitment

Disease of the
circulatory
system
Malignant
neoplasm

23%
33%
6%

Females

9%

Disease of the
respiratory
system
External causes of
morbidity and
mortality
Other causes

29%

27%
39%

3%
8%

23%

PILLARS

Prevention
Early diagnosis
Treatment
Follow-up care

Predictions for all cancers, new cases and mortality change
(%) in 2025 vs 2020 per country
18%
16%
14%
12%
10%
8%
6%
4%
2%
0%

Austria
Belgium
Bulgaria
Croatia
Cyprus
Czechia
Denmark
Estonia
Finland
France (metropolitan)
Germany
Greece
Hungary
Ireland
Italy
Latvia
Lithuania
Luxembourg
Malta
Netherlands
Poland
Portugal
Romania
Slovakia
Slovenia
Spain
Sweden

Males

Main causes of mortality
among women and men
in the EU

New cases

Mortality
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Source: Eurostat, IARC

Towards a European Health Union roadmap

May 2021
Nov 2020

- Inception Impact
Assessment Data Act

- Data Governance Act
Proposal

- Open consultation EHDS

- Final document
Pharmaceutical Strategy

3 Feb 2021

- Regulation on Serious
Cross-Border Health
Threats Proposal

Adoption of
the EU
Beating
Cancer Plan

23 Dec 2020
Combined Inception
impact assessment
EHDS (European
Health Data Space)

- Opening of the public
consultation on the
Revision of the EU's
legislation on orphan and
paediatric medicines

Q4 2021

Apr 2021

Inception Impact
Assessment for the
Revision of the EU
general
pharmaceuticals
legislation

Q4 2022

Expected
Commission
adoption of the
Data Act

Reform of the
Pharmaceutical
Legislation

Sep 2021

Q1 2022

- Establishment of HERA

Adoption of the
Revision on Orphan
and Paediatric
Medicines

- Launch of the public
consultation for the
Revision of the general
Pharma Legislation

39

THE EU HEALTH DATA SPACE AND ITS CRUCIAL
ROLE FOR A STRONGER EU HEALTH UNION

EHDS

Respondents to the open consultation on EHDS by category
(ending on 26 July 2021)

1%
2%

1%

EU citizen

10%
26%

5%

NGO
Research institute

The EHDS aims to provide a common framework
across EU Member States for the sharing and
exchange of quality health data such as electronic
health records, patient registries and genomic data

Company

9%

Category association
Public body

11%

22%
14%

Extra-EU citizen
Trade union

Consumers association

THE MISSION
Vision, process and means to accelerate this
transition towards the healthcare digital
transformation

Other
POLICY OPTIONS
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Source: European Commission

