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Abstract

Directive 2011/24/EU4 established a comprehensive set of patients’ rights regarding ac-
cess to health services in the EU. However, reports from both public actors (including the
European Parliament and the European Court of Auditors) and private entities agree that
the overall impact of such legislation on patients is still too limited. Until today, in the EU
only 2% of citizens have planned treatment abroad. However, if properly adopted, the Di-
rective can help reduce health inequalities not only among the Member States but within
each country, benefitting the remaining 98% of the EU population.

Against this background, the new EU4Health 2021-2027 program aims to boost the EU’s
preparedness for major cross-border health threats and, among other things, will try to
expand successful initiatives like the European Reference Networks for rare diseases and
continue to pursue international cooperation on global health threats and challenges.
This will necessarily require a broader involvement of the actors engaged in cross-border
healthcare. Given that the Directive’s success depends highly on citizens being aware of
their rights, it will be necessary to put citizens at the heart of decision-making by comple-
menting the existing channels of engagement.

Consequently, Active Citizenship Network, the EU branch of the Italian NGO Cittadinan-
zattiva — a civic organization engaged in the protection of citizens’ rights and the promo-
tion of civic participation in public policy since 1978 — makes the ensuing proposals: on
one side, it proposes an integration of different European policies (which may end up be-
ing also a cost-effective and cost-efficient strategy); on the other side, the establishment of
a multi-stakeholder forum for each European Reference Network (ERN). These proposals
are under close examination of the European Commission that closed the public consul-
tation “Cross-border healthcare — evaluation of patients’ rights” on February 11th, 2021.

INTRODUCTION

Directive 2011/24/EU on patients’ rights in cross-border
healthcare [1] has been regarded by many as a major achieve-
ment of the “patient empowerment” policy promoted by pa-
tient organizations as well as European institutions, granting
European citizens the right to access healthcare services in
a different Member State. Designed to address the obstacles
deriving from the diversity of healthcare systems, such as re-
imbursement rules and the delivery of healthcare services,
the Cross-Border Healthcare Directive [2] has established a
general legal framework aimed at maintaining the sustainabil-
ity of health systems while protecting patients’ right to seek
treatment outside their home country [3].

On the one hand, according to the World Health Organi-
zation’s report “Cross-Border Healthcare in Europe” [4],
the volume of patient mobility within the European Union
remains relatively low as people are frequently unwilling to
travel to other countries for care. Moreover, more recent
reports both from public actors (including the European
Parliament [S] and the European Court of Auditors [6])
and private entities (including Active Citizenship Network
multi-annual activities carried out in 24 Member States [7])
(Fig.1) concluded that the overall impact of such legislation
on patients is still too limited.

On the other hand, where patient mobility exists, it has raised
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issues related to its impact on patients, health professionals,
and health systems.

The commitment of Cittadinanzattiva/Active Citizenship
Network to implement patients’ rights in cross-border
healthcare (CBHC) started several years ago [8], support-
ing first the drafting, and then the implementation, of Di-
rective 2011/24/EU. For the first time, the “patients’ rights”
perspective was included in the title of an EU Directive.
Since 2014, Cittadinanzattiva/ Active Citizenship Network
has promoted the MEPs Interest Group “European Patients’
Rights & Cross Border Healthcare” [9], a political initiative
within the EU Parliament. The initiative is now active for its
second mandate and represents our main achievement in the
field (Fig.2).

From Active Citizenship Network, which is deeply involved
in the protection of patients’ rights (we are the promoters of
the European Charter of Patients’ Rights [10] and the Eu-
ropean Patients’ Rights Day [11]) (Fig.3), the development
and full implementation of the Cross-border Healthcare
Directive is crucial for the reduction of health inequalities
across Europe and the development of a European Health
Union. We believe that not only the Directive can become
a tool to find medical assistance in another country, but we
also expect that, if properly implemented across Europe, the
principles set in the Directive will allow every patient to en-
joy equal rights in terms of access to care, information and
free choice, innovation, quality and safety of care, and for-
warding complaints in every country, region or local health
care place.

METHODS

Identification of the problems and the key issues ad-
dressed

The report on the state of play of the Cross-border Health-
care Directive, published by the European Commission in
the second half of 2015 [12], reported that less than two in
10 EU citizens were informed about their rights in this area,
and only one in ten knew the role and responsibilities of Na-
tional Contact Points. Five years later, the situation has not
changed. In this regard, civic and patient organizations indi-
cate the following key issues and obstacles:

Lack of information: low awareness of the Cross-Border
Healthcare Directive and patients’ rights.

Language is one of the main stumbling blocks when reading/
understanding medical prescriptions as the Directive lacks
specific rules for the Member States.

Disparities amongst NCPs in the way they operate and not
only in the information they provide. National Contact
Points (NCPs) work very differently in the Member States,
and cooperation among them is largely lacking. To overcome
this problem, there is a need for enhanced information and
real guidance.

In theory, the information on cross-border healthcare should
be easily available: NCPs should have an essential role to
play, providing information and raising awareness of patients’
rights, and responding to information needs. In reality, in-
depth information on patients’ rights is generally lacking on
NCPs’ websites, including insights into what to do in case of
undue delay.
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Figure 1: Communication materials produced by Active Citizen-
ship Network in the framework of the multi-annual EU project “Pa-
tients’ rights have no borders”

Figure 2: Event at the European Parliament “Cross-border health-
care and centers of excellence to enhance patients’ rights: access,
information and innovation’, 27 February 2018, Brussels

.

Figure 3: European Charter of Patients’ Rights promoted at the Eu-
ropean Parliament



Figure 4: Event at the European Parliament “Exploring Areas and
Benefits of Cooperation in Cross-Border Healthcare to Protect Pa-
tients’ Rights”, 1st March 2017, Brussels

Information on complaint procedures and settlement of
disputes is also scarce, as well as information on the time re-
quired to process reimbursements and prior authorization
requests. Information varies also on which treatments are
reimbursed.

Lack of homogeneous information and assistance:

a complicated system of prior authorization, different from
the Member States to Member State;

little or denied reimbursements;

long or complicated administrative procedures.

The result is a series of common obstacles in the patient’s
journey, including delays in and/or denial of authorization
and difficulties in obtaining reimbursements.

Legal complexity and lack of transparency: every Member
State should make available to the public the list of exceptions
and all relevant information concerning prior authorization.
The restrictive interpretation of prior authorization from so-
cial security services: in some border regions, it seems that
prior authorization is used to control patient flow, even if a
service cannot be adequately provided or provided at all.
Coexistence of the Directive 2011/24 con Social Security
Regulations 883/04 and 987/09 with scarce knowledge on
the related application fields.

Lack of economic resources provided by EU Institutions and
the Member States to increase awareness of the role and po-
tential of National Contact Points.

Broader cooperation among stakeholders is still missing: to
date, article n.6 of the Cross-border Healthcare Directive is
still not fully implemented: “[...] Member States shall en-
sure that the National Contact Points consult with patient
organizations, healthcare providers and healthcare insurers”
In particular, the involvement of organizations is still not con-
sidered a priority and a way of ordinary governance of the
National Public Health System.

Proposals to empower citizens to benefit from
cross-border healthcare opportunities

Given the topic’s significant broadness and complexity, in
this article, we’ll concentrate only on the need to better em-
power citizens to benefit from Cross-Border Healthcare op-
portunities. In this regard, Cittadinanzattiva/Active Citizen-
ship Network advances the following recommendations to
the Institutions and relevant stakeholders:

1. To make the directive work, appropriate information is
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needed for both citizens and doctors, hospitals, and social
security services alike. A vulgarization of the very technical
information is desperately needed: simple language should
be used.

2. Communication campaign with dissemination activities &
study visit aiming at informing and raising awareness among
European patients on ERN, with the direct involvement of
civic organizations & PAGs already active on the topic.

3. Integration of different European policies (which may end
up being also a cost-effective and cost-efficient strategy):
introduction of rules on mediation, ODR/ADR (Online
Dispute Resolution/Alternative Dispute Resolution). If we
consider cross-border disputes and the rules on mediation/
alternative dispute resolution promoted in several sectors by
the European Commission, we feel that these issues should
be introduced also in the framework of cross-border health-
care to increase the protection of the patients’ rights.

4. Work for better coordination of the EU agencies and struc-
tures (Solvit, Your Europe Advice, National Contact Points,
Europe Direct, European Consumers’ Centers-Network)
which help and inform citizens, so that they can cooperate
more, and more efficiently, keeping one another informed on
their role and activities.

S. Integration of the principles of the Directive in the context
of the EU mobility policy, considering the enormous work
that is being done at the European level on the issue of mo-
bility and the protection of passengers. The Directive can in-
crease a new category of passengers, which is that of citizens
with their specific needs as patients and as users of transpor-
tation. Hence, to promote knowledge amongst citizens, it
would be useful to integrate the principles of the cross-border
Directive in the context of the EU mobility policy. On the
other hand, the means of transportation should also adapt to
the needs of the mobility of those who travel not for business
or pleasure, but for healthcare reasons (multiple languages,
specific comfort facilities, prices, etc.).

6. To explore the feasibility to integrate the function of the
existing European Consumer Centres Network (ECC-Net) -
a network supported both by the European Commission and
the Member States with consumer organizations for the man-
agement of cross-border disputes in consumer policies [13]
- also in healthcare issues, or to establish a European Patient
Centres Network (EPC-Net) to improve citizens’ protection
& empowerment in the framework of cross-border health
issues, with the direct involvement of civic & patient orga-
nizations. It could be a great example to put the respect of
citizens’ needs and the protection of their rights at the center
of the EU policy and to avoid any silos approach. The EPC-
Net could boost health confidence across the EU, in line with
the hope of creating a European Health Union.

‘We are aware that the lack of economic resources does not en-
courage the Institutions to undertake this solution, but they
should explain to EU citizens why cross-border consumer
issues can be managed while patients’ issues cannot. We are
also aware that the EU Commission is directly accountable for
consumers’ issues in the European Union, while each Mem-
ber State is responsible for its health system. Of course, we are
not suggesting changing EU treaties, but finding a common
solution for common problems. Why protecting a consumer
who buys a product abroad more than a patient who uses and
buys a healthcare service? This proposal is under examination
of the European Commission, after being promoted by Active
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Citizenship Network as a constructive contribution on the oc-
casion of the recent public consultation on the proposal for a
Regulation on “Serious cross-border health threats — stronger,
more comprehensive rules” (opened 8 December 2020 and
closed 2 February 2021) [14].

RESULTS

The Conclusions of the Council of the European Union in
June 2017 [15] have recognized that European Reference
Networks (ERNs), when fully developed, will represent an
opportunity for the dissemination of knowledge and innova-
tive practices in the provision of specialized health services in
the field of rare diseases. The Council has invited the Mem-
ber States and the European Commission to encourage the
European Reference Networks, thus, to attain their intended
objectives of providing better access for patients requiring
highly specialized healthcare.

This will be possible thanks to the new EU4Health 2021-
2027 promoted by the European Commission to strengthen
the 24 European reference networks existing today, but also
thanks to greater involvement of all actors - including private
bodies and the civil society - interested in strengthening care
options at European level.

DISCUSSION

The leading role of the ERNs

European Reference Networks (ERNs) are not meant to
operate in isolation: their impact should be much broader,
as they mark a new chapter in the European healthcare sec-
tor. ERNs could serve as a platform for the development of
e-Health tools and could foster greater cooperation on more
common chronic diseases too, in addition to the rare ones.
They are a clear example of how it is possible to work togeth-
er, creating an added value for the citizens. Indeed, they rep-
resent a concrete opportunity to speak together about shared
challenges in healthcare and to think beyond the borders.
In the context of ERNs, what is in place at this stage is ex-
cellent. The actors already involved are the ones who had to
be there since the first step of the process. But, talking about
the following steps of their development, this is probably not
enough: indeed, the model of ERNs should be opened also to
non-rare diseases and, to achieve this goal, the involvement of
a broader multi-stakeholder group is needed. That’s why the
governance of ERNSs needs to be updated.

Civic & patient organizations — together with all the relevant
stakeholders across Europe, including the private sector -
should play an active role in facilitating access to and sharing
information on healthcare, promoting patients’ empower-
ment, and bridging the gap between patients’ and institutions/
providers and thus increasing patients’ treatment options.
For this reason, Active Citizenship Network welcomes the
intention to scale up networking through the European Ref-
erence Networks and extend it to infectious and non-com-
municable diseases, as established by the new EU4Health
program 2021-2027. To do so, ACN advances a concrete pro-
posal that underlines, protects, and promotes patients’ rights
in compliance with the European Charter of Patients’ Rights
and, in particular, with the rights to access (2™), information
(3%), and innovation (10%*), plus the 3 fundamental rights of
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active citizenship, stated in the already-mentioned European
Charter of Patients’ Rights [16]: to perform general interest
activities, to perform advocacy activities, to participate in
policy-making in the area of health. Access, information, in-
novation, and involvement are also the key features of the Eu-
ropean Reference Networks and the scope of the networks
themselves (Fig.4).

Towards the establishment of a multi-stakehold-
er forum for each European Reference Networks
(ERN)

Active Citizenship Network’s proposal aims to encourage the
establishment of a multi-stakeholder forum for each Europe-
an Reference Network [17]. This group should be opened
to all actors already involved in the context of cross-border
healthcare (CBHC) and the implementation of its Directive,
starting but not limited to the unmet needs of patients with
severe genetic and rare diseases, potentially interested in the
development of personalized medicine and ATMPs (Ad-
vanced Therapy Medicinal Products). In fact, to date, due to
the complex and individualized manufacturing of the treat-
ments, gene therapies can only be administered in highly spe-
cialized centers, several of them included in the ERN. To add
to this complexity, the rarity of genetic diseases means that
the treatments can only be available in a limited number of
countries. Therefore, an effective and efficient CBHC system
is critical to ensure reliable and timely access for all European
patients regardless of their country of residence.

Several reasons are supporting the proposal sent by Active
Citizenship Network to the European Commission on the
occasion of the recent evaluation of the Cross-Border Health-
care Directive [18]:

To recognize the principle of fostering the voluntary coop-
eration between the many actors working in Cross-border
healthcare; is what underpins the philosophy of the ERNS.
To not waste the existing resources that already play an active
role on the topic, as the informal network built by Active Cit-
izenship Network can testify [19];

To encourage the European Reference Networks to be more
accountable and open to a broader constituency of stake-
holders.

To promote a communication strategy focused mainly on the
European Reference Networks as a whole, more than to lis-
ten to communication messages focused on a specific center
of expertise, as we can find at this stage of the development of
the European Reference Networks.

To promote a more cross-cutting approach, based on pa-
tients’ rights, assessing and defining best practices of access
and hospitalization/follow up (with particular reference to
health care humanization of foreign patients).

To promote the application of the ERNs model in European
cross-border healthcare cooperation outside the rare diseas-
es area, as already suggested by the Expert Panel on effective
ways of investing in health [20], and recently confirmed by
the new EU4Health program 2021-2027 [21].

Active Citizenship Network strongly believes that these goals
can be reached also thanks to a more active role of the broad-
er constituency of advocacy groups and patients’ associations
in terms of raising European citizens’ awareness, facilitating
dialogue and exchange of experiences, collection of data &
good practices, removing barriers & obstacles. So, it is fun-



damental that the evaluation of the Cross-Border Healthcare
Directive promoted by the EU Commission, opened last
January 15th, 2021, and closed on February 11th, 2021 [22],
leads to a better civic & patient involvement in the Directive
implementation, to clearly show EU citizens how powerful
the innovative potential expressed by the Directive is.
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