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SHORT JUSTIFICATION

Healthcare services were excluded from the services directive as they involve tasks carried 
out in the public interest and must be covered by specific legislation which ensures absolute 
compliance with the principles of equal access, universality, quality, safety and solidarity.

Healthcare cannot be considered an ordinary product in the internal market because healthcare 
services make a strong contribution to the economic, social and territorial cohesion of the 
European Union.

A directive on patients’ rights in cross-border healthcare must therefore take care not to be a 
tool for promoting ‘medical tourism’, which if it were to develop could create genuine 
inequality of access to care, leading to a two-speed healthcare system which would benefit 
only the best informed and better-off patients.

In accordance with the Treaties guaranteeing basic freedoms of movement, and in compliance 
with the subsidiarity principle acknowledging each Member State’s authority to organise, 
manage and finance their own system of healthcare and social protection, the European Union 
can provide vital added value in the context of patient mobility. The complexity, variety and 
specific features of healthcare systems necessitate optimum cooperation between countries on 
research and medical and administrative information, as well as in-depth consideration as to 
how these specific features should be structured in order to ensure legal certainty, for patients 
and for health professionals and care providers.

The Commission proposal provides only a very partial answer to this equation, by merely 
codifying the decisions of the Court of Justice, which are precisely the consequence of an 
acknowledged legal vacuum.

As regards defining the key concepts (hospital and non-hospital care, healthcare provision, 
reasonable waiting times, harm, etc.), details as to how the directive links in with the existing 
regulations (1408/71 and 883/2004), assuming the costs of continuing care and 
responsibilities in the event of post-operation complications, and the mutual recognition of 
prescriptions, the text is totally insufficient, and increases the legal uncertainty rather than 
removing it.

It is important to clarify the rules on tariffs and reimbursement, as well as the conditions 
governing the system of requiring prior authorisation by the Member States for guaranteeing 
that healthcare costs are assumed, and thus not create inequalities between patients.

Prior authorisation should be viewed as an opportunity for patients to be better informed and 
advised when seeking the most appropriate care, in line with the principle of non-
discrimination, rather than an obstruction to mobility.

Moreover, it ensures that the essential functions of public health services are preserved: social 
and territorial cohesion and maintaining the financial equilibrium of public social security 
systems, which are what guarantees a genuine policy of solidarity on healthcare.

For care which is not subject to authorisation, a prior declaration would make it possible to 
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verify that the patient had received all the necessary information before departure.

In the context of an ageing population, which makes it difficult to distinguish the medical 
from the social, it is important to provide for the concept of long-term care, as many Member 
States are affected by this problem.

It is vital to structure the relationship between patient mobility and the issue of healthcare 
professionals, given the strong link which exists between the two parties, in order to ensure 
the quality and safety of care while ensuring that imbalances are not created in the medical 
demography of certain Member States. This absence of simultaneous reflection on the 
situation of professionals, their training and the recognition of their qualifications is a 
shortcoming which is damaging to the patients themselves, as the 2005 Directive on the 
recognition of professional qualifications is not appropriate for the healthcare sector.

Public health is key to economic development. Enabling citizens to better inform themselves 
and seek better care, without promoting consumerism or medical tourism, in a vision which is 
more mutually supportive and more aligned with the rights of patients, without increasing 
social and territorial inequalities, and providing a degree of legal certainty for both patients 
and professionals, maintaining our social protection systems and optimising and pooling 
advances in research: these are the challenges facing the EU in an area which is fundamental 
to the European social model, so that in their everyday life every citizen looks upon Europe as 
a solution, not a problem.

AMENDMENTS

The Committee on the Internal Market and Consumer Protection calls on the Committee on 
the Environment, Public Health and Food Safety, as the committee responsible, to incorporate 
the following amendments in its report:

Amendment 1

Proposal for a directive
Recital 3

Text proposed by the Commission Amendment

(3) This Directive respects the fundamental 
rights and observes the general principles 
of law as recognised in particular by the 
Charter of Fundamental Rights of the 
European Union The right of access to 
healthcare and the right to benefit from 
medical treatment under conditions 
established by national law and practices 
are recognised by Article 35 of the Charter 

(3) This Directive respects the fundamental 
rights and observes the general principles 
of law as recognised in particular by the 
Charter of Fundamental Rights of the 
European Union. The right of access to 
healthcare and the right to benefit from 
medical treatment under conditions 
established by national law and practices 
are recognised by Article 35 of the Charter 
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of Fundamental Rights of the European 
Union.. Specifically, this Directive has to 
be implemented and applied with due 
respect for the rights to private and family 
life, protection of personal data, equality 
before the law and the principle of non-
discrimination and the right to an effective 
remedy and to a fair trial, in accordance 
with the general principles of law, as 
enshrined in Articles 7, 8, 20, 21, 47 of the 
Charter.

of Fundamental Rights of the European 
Union. Specifically, this Directive has to 
be implemented and applied with due 
respect for the rights to private and family 
life, protection of personal data, equality 
before the law and the principle of non-
discrimination, the fundamental ethical 
choices of Member States and the right to 
an effective remedy and to a fair trial, in 
accordance with the general principles of 
law, as enshrined in Articles 7, 8, 20, 21, 
47 of the Charter.

Justification

Concerns have been raised that ethically controversial medical "services" like euthanasia, 
DNA-testing or IVF maybe have to be financed by the Member States even if the relevant 
service is not allowed, or at least not financed, in the relevant Member States. For services 
which are clearly illegal, like euthanasia, there should be no doubt, but it may be helpful to 
clarify this point. In other areas, like DNA-testing, the situation is more complicated because 
it is not banned in any Member State but the conditions are quite different (for example 
obligation to do counselling before testing).

Amendment 2

Proposal for a directive
Recital 5 a (new)

Text proposed by the Commission Amendment

(5a) This Directive respects and does not 
prejudice the freedom of each Member 
State to decide what type of health care it 
considers appropriate. No provision of 
this Directive shall be interpreted in a way 
as to undermine the fundamental ethical 
choices of Member States, in particular as 
regards the protection of the right to life 
of every human being.

Justification

Concerns have been raised that ethically controversial medical "services" like euthanasia, 
DNA-testing or IVF maybe have to be financed by the Member States even if the relevant 
service is not allowed, or at least not financed, in the relevant Member States. For services 
which are clearly illegal, like euthanasia, there should be no doubt, but it may be helpful to 
clarify this point. In other areas, like DNA-testing, the situation is more complicated because 
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it is not banned in any Member State but the conditions are quite different (for example 
obligation to do counselling before testing).

Amendment 3

Proposal for a directive
Recital 5 b (new)

Text proposed by the Commission Amendment

(5b) In accordance with the case law of 
the Court of Justice of the EU, patients 
and care providers have the right to go to 
any Member State for medical assistance. 
It is therefore of the utmost importance 
that cross-border movement of patients 
and cross-border health services should 
be hampered as little as possible within 
the European Union.

Justification

The common standards of the internal market must always take priority. Although care 
systems are a matter for the Member States, patients and care workers move across borders, 
so that the European Union needs to be active in these fields. At the same time, this movement 
of patients and care workers should be hampered as little as possible by restrictions in order 
to be able to guarantee the free movement of persons in the European Union .

Amendment 4

Proposal for a directive
Recital 8

Text proposed by the Commission Amendment

(8) This directive aims to establish a 
general framework for provision of safe, 
high quality and efficient cross-border 
healthcare in the Community and to ensure 
patients mobility and freedom to provide 
healthcare and high level of protection of 
health, whilst fully respecting the 
responsibilities of the Member States for 
the definition of social security benefits 
related to health and the organisation and 
delivery of healthcare and medical care and 

(8) This directive aims to establish a 
general framework for provision of safe, 
high quality and efficient cross-border 
healthcare in the Community, to ensure 
patients mobility and freedom to provide 
healthcare and high level of protection of 
health and to facilitate the provision of 
cross-border healthcare, whilst fully 
respecting the responsibilities of the 
Member States for the definition of social 
security benefits related to health and the 
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social security benefits in particular for 
sickness. 

organisation and delivery of healthcare and 
medical care and social security benefits in 
particular for sickness.

Justification

Legislation which aims to address the application of patients' rights to cross-border 
healthcare should be clear in recognising the benefits, in certain circumstances, of cross-
border healthcare.  This is especially the case in the area of rare diseases, quality treatment 
for which may not be available within the boundaries of a particular member state.

Amendment 5

Proposal for a directive
Recital 10

Text proposed by the Commission Amendment

(10) For the purpose of this Directive, the 
concept of "cross-border healthcare" covers 
the following modes of supply of 
healthcare:

(10) For the purpose of this Directive, the 
concept of "cross-border healthcare" shall 
mean:

- Use of healthcare abroad (i.e.: a patient 
moving to a healthcare provider in another
Member State for treatment); this is what 
is referred to as 'patient mobility';

- The patient physically visits a healthcare 
provider in a Member State other than that 
where he has social security affiliation 
with the intention of seeking health 
services there; this is what is referred to as 
'patient mobility';

- Cross-border provision of healthcare 
(i.e.: delivery of service from the territory 
of one Member State into the territory of 
another); such as telemedicine services, 
remote diagnosis and prescription,
laboratory services;

- The health service itself crosses borders, 
virtually or otherwise: the patient does not 
physically go to another Member State but 
nonetheless receives health services from 
the territory of a Member State other than 
that where he has social security 
affiliation, such as telesurgery, a medical 
consultation, issuing of a prescription and 
remote laboratory services; this is what is 
referred to as 'telemedicine';

- Permanent presence of a healthcare 
provider (i.e.: establishment of a healthcare 
provider in another Member State); and,

- Permanent presence of a healthcare 
provider (i.e.: establishment of a healthcare 
provider in another Member State); and,

- Temporary presence of persons (i.e.: 
mobility of health professionals, for 
example moving temporarily to the 
Member State of the patient to provide 

- Temporary presence of persons (i.e.: 
mobility of health professionals, for 
example moving temporarily to the 
Member State of the patient to provide 
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services). services);
- The purchase of goods connected with 
health care, such as medical devices and 
medicines, in a Member State other than 
that where the purchaser has social 
security affiliation; this may be, but is not 
necessarily, accompanied by physical 
movement of the patient to the latter 
Member State.

Justification

The first part of the amendment is intended to improve the formulation. The second part refers 
to the purchase of goods connected with health care which were the subject, inter alia, of the 
Decker judgment, which should be incorporated into a directive intended to codify the Kohll 
and Decker judgments.

Amendment 6

Proposal for a directive
Recital 11

Text proposed by the Commission Amendment

(11) As recognised by the Member States 
in the Council Conclusions on Common 
values and principles in European Union 
Health Systems there is a set of operating 
principles that are shared by health systems 
throughout the Community. These 
operating principles include quality, safety, 
care that is based on evidence and ethics, 
patient involvement, redress, the 
fundamental right to privacy with respect 
to the processing of personal data, and 
confidentiality. Patients, professionals and 
authorities responsible for health systems 
must be able to rely on these shared 
principles being respected and structures 
provided for their implementation 
throughout the Community. It is therefore 
appropriate to require that it is the 
authorities of the Member State on whose 
territory the healthcare is provided, who 
are responsible for ensuring compliance 
with those operating principles. This is 
necessary to ensure the confidence of 

(11) As recognised by the Member States 
in the Council Conclusions on Common 
values and principles in European Union 
Health Systems there is a set of operating 
principles that are shared by health systems 
throughout the Community. These
operating principles include quality, safety, 
care that is based on evidence and ethics, 
patient involvement, redress, the 
fundamental right to privacy with respect 
to the processing of personal data, and 
confidentiality. Patients, professionals and 
authorities responsible for health systems 
must be able to rely on these shared 
principles being respected and structures 
provided for their implementation 
throughout the Community. It is therefore 
appropriate to require that it is the 
authorities of the Member State on whose 
territory the healthcare is provided, who 
are responsible for ensuring compliance 
with those operating principles. This is 
necessary to ensure the confidence of 
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patients in cross-border healthcare, which 
is itself necessary for achieving patients' 
mobility and free movement of provision 
of healthcare in the internal market as well 
as a high level of health protection.

patients in cross-border healthcare, which 
is itself necessary for achieving patients' 
mobility and free movement of provision 
of healthcare in the internal market as well 
as a high level of health protection. In view 
of these common values it is nevertheless 
accepted that Member States take 
different decisions on ethical grounds as 
regards the availability of certain 
treatments and the concrete access 
conditions. This Directive is without 
prejudice to the ethical diversity. It does 
not impose on Member States to make 
treatments and services accessible their 
territory or to reimburse costs for those 
treatments (received in another Member 
State) which are not allowed according to 
national laws, regulations and codes of 
conduct of the medical professions.

Justification

Concerns have been raised that ethically controversial medical "services" like euthanasia, 
DNA-testing or IVF maybe have to be financed by the Member States even if the relevant 
service is not allowed, or at least not financed, in the relevant Member States. For services 
which are clearly illegal, like euthanasia, there should be no doubt, but it may be helpful to 
clarify this point. In other areas, like DNA-testing, the situation is more complicated because 
it is not banned in any Member State but the conditions are quite different, for example 
obligation to do counselling before testing is necessary in one Member State and not in the 
other.

Amendment 7

Proposal for a directive
Recital 18

Text proposed by the Commission Amendment

(18) The right to reimbursement of the 
costs of healthcare provided in another 
Member State from the statutory social 
security scheme of patients as insured 
persons was recognised by the Court of 
Justice in several judgements. The Court of 
Justice has held that the Treaty provisions 
on the freedom to provide services includes
the freedom for the recipients of 

(18) The right to reimbursement of the 
costs of healthcare provided or goods 
purchased in connection with health care
in another Member State from the statutory 
social security scheme to which patients 
are affiliated was recognised by the Court 
of Justice in several judgements. The Court 
of Justice has held that the Treaty 
provisions on the freedom to provide 
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healthcare, including persons in need of 
medical treatment, to go to another 
Member Sate in order to receive it there. 
The same applies to recipients of 
healthcare seeking to receive healthcare 
provided in another Member State 
through other means, for example 
through e-health services. Whilst 
Community law does not detract from the 
power of the Member States to organise 
their healthcare and social security 
systems, Member States must when 
exercising that power comply with 
Community law, in particular with the 
Treaty provisions on the freedom to 
provide services. Those provisions prohibit 
the Member States from introducing or 
maintaining unjustified restrictions on the 
exercise of that freedom in the healthcare 
sector.

services and goods include the freedom for 
patients deliberately to receive health care 
services and deliberately to purchase 
goods connected with health care in
another Member State. The same applies to 
recipients of healthcare seeking to receive 
health care services by means of 
telemedicine from a Member State other 
than that where they have social security 
affiliation. Whilst Community law does 
not detract from the power of the Member 
States to organise their healthcare and 
social security systems, Member States 
must when exercising that power comply 
with Community law, in particular with the 
Treaty provisions on the freedom to 
provide services and goods. Those 
provisions prohibit the Member States 
from introducing or maintaining unjustified 
restrictions on these freedoms.

Justification

This recital applies not only to services but also to the purchase of goods in the context of 
cross-border health care. The amendment also formulates the recital better.

Amendment 8

Proposal for a directive
Recital 21

Text proposed by the Commission Amendment

(21) It is appropriate to require that also
patients who go for healthcare to another 
Member State in other circumstances than 
those envisaged for coordination of social 
security schemes established by the
Regulation (EC) No. 1408/71 should be 
able to benefit from the principles of free 
movement of services in accordance with 
the Treaty and the provisions of this 
Directive. Patients should be guaranteed 
assumption of the costs of that healthcare 
at least at the level provided for the same 
or similar healthcare had they been 
provided in the Member State of affiliation. 
This fully respects responsibility of the 

(21) It is appropriate to require that patients 
who go for healthcare to another Member 
State in other circumstances than those 
envisaged for coordination of social 
security schemes established by Regulation 
(EC) No 1408/71 should also be able to 
benefit from the principles of free 
movement of services and goods in 
accordance with the Treaty and the 
provisions of this Directive. Patients 
should be guaranteed assumption of the 
costs of that healthcare and those goods at 
least at the level provided for the same or 
similar healthcare or goods had they been 
provided or purchased in the Member 
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Member States to determine the extent of 
the sickness cover available to their 
citizens and prevents any significant effect 
on the financing of the national healthcare 
systems. Member States may nevertheless 
provide in their national legislation for 
reimbursement of the costs of the treatment 
at the tariffs in force in the Member State 
of treatment if this is more beneficial for 
the patient. This may be the case in 
particular for any treatment provided 
through European reference networks as 
mentioned in Article 15 of this Directive.

State of affiliation. This fully respects 
responsibility of the Member States to 
determine the extent of the sickness cover 
available to their citizens and prevents any 
significant effect on the financing of the 
national healthcare systems. Member 
States may nevertheless provide in their 
national legislation for reimbursement of 
the costs of the treatment at the tariffs in 
force in the Member State of treatment if 
this is more beneficial for the patient. This 
may be the case in particular for any 
treatment provided through European 
reference networks as mentioned in Article 
15 of this Directive. 

Justification

The Directive applies not only to services but also to the purchase of goods in the context of 
cross-border health care. The amendment also formulates the recital better.

Amendment 9

Proposal for a directive
Recital 24

Text proposed by the Commission Amendment

(24) The patient should, in any event, not 
derive a financial advantage from the 
healthcare provided in another Member 
State and the assumption of costs should 
be therefore limited only to actual costs of 
healthcare received.

(24) The patient should, in any event, not 
derive a financial advantage from the 
healthcare provided or goods purchased in 
another Member State. The assumption of 
costs should therefore be limited only to 
the actual costs.

Justification

The Directive applies not only to services but also to the purchase of goods in the context of 
cross-border health care. The amendment also formulates the recital better.

Amendment 10
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Proposal for a directive
Recital 25

Text proposed by the Commission Amendment

(25) This Directive does not aim either to 
create entitlement for reimbursement of 
treatment in another Member State, if such 
a treatment is not among the benefits 
provided for by the legislation of the 
patient's Member State of affiliation. 
Equally this Directive does not prevent the 
Member States from extending their 
benefits in kind scheme to healthcare 
provided in another Member State 
according to its provisions. 

(25) This Directive does not aim either to 
create entitlement for reimbursement of 
treatment or of the cost of purchasing 
goods in another Member State, if such a 
treatment or such goods are not among the 
benefits provided for by the legislation of 
the patient's Member State of affiliation. 
Equally this Directive does not prevent the 
Member States from extending their 
benefits in kind scheme to healthcare and 
goods provided in another Member State 
according to its provisions. 

Justification

The Directive applies not only to services but also to the purchase of goods in the context of 
cross-border health care. The amendment also formulates the recital better.

Amendment 11

Proposal for a directive
Recital 27

Text proposed by the Commission Amendment

(27) This Directive provides also for the 
right for a patient to receive any medicinal 
product authorised for marketing in the 
Member State where healthcare is 
provided, even if the medicinal product is 
not authorised for marketing in the 
Member State of affiliation, as it is an 
indispensable part of obtaining effective 
treatment in another Member State.

(27) This Directive provides also for the 
right for a patient to receive any medicinal 
product or medical device authorised for 
marketing in the Member State where 
healthcare is provided in the Member State 
of treatment, even if the medicinal product 
or medical device is not authorised for 
marketing in the Member State of 
affiliation, as it is an indispensable part of 
obtaining this specific effective treatment 
for the patient in another Member State.

Justification

For reasons of legal certainty and the practical consequences as regards the provision of 
medicinal products, this directive should not depart from the principle enshrined in Article 6 
of Directive 2001/83/EC that only medicinal products authorised in the Member State 
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concerned may be placed on the market.

Amendment 12

Proposal for a Directive
Recital 29

Text proposed by the Commission Amendment

(29) Any healthcare which is not regarded 
as hospital care according to the provisions 
of this Directive should be considered as 
non-hospital care. In the light of the case-
law of the Court of Justice on the free 
movement of services, it is appropriate not 
to set a requirement of prior authorisation 
for reimbursement by the statutory social 
security system of a Member State of 
affiliation for non-hospital care provided in 
another Member State. In so far as the 
reimbursement of such care remains 
within the limits of the cover guaranteed 
by the sickness insurance scheme of the 
Member State of affiliation, the absence 
of a prior authorisation requirement will 
not undermine the financial equilibrium 
of social security systems.

(29) Any healthcare which is not regarded 
as hospital care according to the provisions 
of this Directive and the legislation of the 
Member State of affiliation should be 
considered as non-hospital care. In the light 
of the case-law of the Court of Justice on 
the free movement of services, it is 
appropriate not to set a requirement of 
prior authorisation for reimbursement by 
the statutory social security system of a 
Member State of affiliation for non-
hospital care provided in another Member 
State. Setting up a prior declaration 
system for non-hospital care should make 
it possible to ensure that patients have 
received all the necessary information 
before they depart. Such a system must 
not, however, call into question the 
principle of authorisation for non-
hospital care being automatic.

Justification

In parallel with the system of prior authorisation which the Member States of affiliation can 
set up for hospital and specialised care, a system of prior declaration should also be put in 
place. The Member State of affiliation cannot refuse to assume the costs in the context of this 
procedure, which simply aims to ensure that the patient has received all the necessary 
information before departure. 

Amendment 13

Proposal for a directive
Recital 32 a (new)

Text proposed by the Commission Amendment

(32a) Prior authorisation should only be 
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refused in the context of a fair and 
transparent procedure. The rules laid 
down by the Member States for submitting 
an authorisation request and the possible 
reasons for refusal should be made 
known in advance. Refusals should be 
limited to what is necessary, and should 
be proportionate to the objectives of 
setting up a prior authorisation system.

Amendment 14

Proposal for a directive
Recital 36

Text proposed by the Commission Amendment

(36) The Member States should decide on 
the form of those national contact points as 
well as the number of them. The national 
contact points may be also incorporated in 
or build on activities of existing 
information centres provided that it is 
clearly indicated that they are also national 
contact points for cross-border healthcare. 
The national contact points should have 
appropriate facilities to provide 
information on the main aspects of cross-
border healthcare and to provide practical 
assistance to patients if needed. The 
Commission should work together with the 
Member States in order to facilitate 
cooperation regarding national contact 
points for cross-border healthcare, 
including making relevant information 
available at Community level, such as 
through the European Health Portal. The 
existence of national contact points should 
not preclude Member States from 
establishing other linked contact points at 
regional or local level, reflecting the 
specific organisation of their healthcare 
system.

(36) The Member States should decide on 
the form of those national contact points as 
well as the number of them. The national 
contact points may be also incorporated in 
or build on activities of existing 
information centres provided that it is 
clearly indicated that they are also national 
contact points for cross-border healthcare. 
The national contact points should have 
appropriate facilities to provide 
information on the main aspects of cross-
border healthcare and to provide practical 
assistance to patients if needed. The 
contact point should not provide legal 
advice in individual cases. The 
Commission should work together with the 
Member States in order to facilitate 
cooperation regarding national contact 
points for cross-border healthcare, 
including making relevant information 
available at Community level, such as 
through the European Health Portal. The 
existence of national contact points should 
not preclude Member States from 
establishing other linked contact points at 
regional or local level, reflecting the 
specific organisation of their healthcare 
system. Consequently, the contact points 
may be based within the competent 
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professional organisations entrusted with 
this task by the Member States, as well as 
in the administrative authorities. 

Justification

Involving the relevant professional organisations would avoid the risk of duplication and the 
associated costs, since some of them are already familiar with these tasks of providing 
information. This would also make it possible to ensure that the  contact points would benefit 
from the expertise of the professional organisations concerned. Legal advice in individual 
cases would go beyond the remit of the contact points and raise questions in relation to 
liability.

Amendment 15

Proposal for a directive
Recital 38 a (new)

Text proposed by the Commission Amendment

(38a) The Commission should reinforce 
reciprocal aid between national bodies 
responsible for monitoring quality, 
voluntary certification of activities, quality 
certifications and cooperation of 
professional associations and should 
support the development of codes of 
conduct of healthcare service providers.

Amendment 16

Proposal for a directive
Recital 39

Text proposed by the Commission Amendment

(39) Where medicinal products are 
authorised within the patient's Member 
State in accordance with Directive 
2001/83/EC of the European Parliament 
and of the Council of 6 November 2001 on 
the Community code relating to medicinal 
products for human use and have been 
prescribed in another Member State for an 
individual named patient, it should be in 
principle possible for such prescriptions to 

(39) Where medicinal products are 
authorised within the patient's Member 
State in accordance with Directive 
2001/83/EC of the European Parliament 
and of the Council of 6 November 2001 on 
the Community code relating to medicinal 
products for human use and have been 
prescribed in another Member State for an 
individual named patient, it should be in 
principle possible for such prescriptions to 
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be medically recognised and used in the 
patient's own Member State. The removal 
of regulatory and administrative barriers to 
such recognition is without prejudice to the 
need for appropriate agreement of the 
patients' treating physician or pharmacist in 
every individual case, if this is warranted 
by protection of human health and is 
necessary and proportionate to that 
objective. Such medical recognition should 
also be without prejudice to the decision of 
the Member State of affiliation regarding 
the inclusion of such medicinal products 
within the benefits covered by the social 
security system of affiliation. The 
implementation of the principle of 
recognition will be facilitated by the 
adoption of measures necessary for 
safeguarding the safety of a patient, and 
avoiding the misuse or confusion of 
medicinal products. 

be recognised medically or in pharmacies
and used in the patient's own Member 
State. The removal of regulatory and
administrative barriers to such recognition 
is without prejudice to the need for 
appropriate agreement of the patients' 
treating physician or pharmacist in every 
individual case, if this is warranted by 
protection of human health and is 
necessary and proportionate to that 
objective. Such recognition should also be 
without prejudice to the decision of the 
Member State of affiliation regarding the 
inclusion of such medicinal products 
within the benefits covered by the social 
security system of affiliation and without 
prejudice to the validity of national 
pricing and payment rules. The 
implementation of the principle of 
recognition will be facilitated by the 
adoption of measures necessary for 
safeguarding the safety of a patient, and 
avoiding the misuse or confusion of 
medicinal products. 

Justification

The recognition of prescriptions is not only medical recognition, but recognition when 
medicinal products are sold by pharmacists.

Amendment 17

Proposal for a directive
Recital 39 a (new)

Text proposed by the Commission Amendment

(39a) The European Commission should 
prepare a feasibility study on a common 
EU benchmark system on the quality of 
healthcare.

Amendment 18
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Proposal for a directive
Recital (40)

Text proposed by the Commission Amendment

(40) European reference networks should 
provide healthcare to all patients who have 
conditions requiring a particular 
concentration of resources or expertise, in 
order to provide affordable, high quality 
and cost-effective care and could also be 
focal points for medical training and 
research, information dissemination and 
evaluation. The mechanism for
identification and development of the 
European reference networks should be 
established with the aim to organise at 
European level equal access to high level 
shared expertise in a given medical field 
for all patients as well as for health 
professionals. 

(40) European reference networks should 
provide healthcare to all patients who have 
conditions requiring a particular 
concentration of resources or expertise, in 
order to provide affordable, high quality 
and cost-effective care and could also be 
focal points for medical training and 
research, information dissemination and 
evaluation. The mechanism for 
identification and development of the 
European reference networks should be 
established with the aim to organise at 
European level equal access to high level 
shared expertise in a given medical field 
for all patients as well as for health 
professionals.  Significant synergies could 
be achieved by combining the institutional 
framework for reference networks with 
the central contact points within Member 
States, pursuant to Recital 34.

Justification

There is a dual gain to be achieved for patients by combining the co-ordinating infrastructure 
for both cross-border healthcare contact points and reference networks within a single 
institution within each Member State.

Amendment 19

Proposal for a directive
Recital 43

Text proposed by the Commission Amendment

(43) The constant progress of medical 
science and health technologies presents 
both opportunities and challenges to the 
health systems of the Member States. 
Cooperation in the evaluation of new 
health technologies can support Member 
States through economies of scale and 
avoiding duplication of effort, and provide 

(43) The constant progress of medical 
science and health technologies presents 
both opportunities and challenges to the 
health systems of the Member States. 
Cooperation in the evaluation of new 
health technologies can support Member 
States through economies of scale and 
avoiding duplication of effort, and provide 
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a better basis of evidence for optimal use 
of new technologies to ensure safe, high-
quality and efficient healthcare. This will
also contribute to the internal market by 
maximising the speed and scale of 
diffusion of innovations in medical science 
and health technologies. Such cooperation 
requires sustained structures involving all 
the relevant authorities of all the Member 
States, building on existing pilot projects.

a better basis of evidence for optimal use 
of new technologies to ensure safe, high-
quality and efficient healthcare. This may
also contribute to the internal market by 
maximising the speed and scale of 
diffusion of innovations in medical science 
and health technologies. Such cooperation 
requires sustained structures involving all 
the relevant stakeholders, including 
healthcare professionals, patients’ 
representatives, researchers and 
producers as well as authorities of all the 
Member States, building on existing pilot 
projects.

In addition, such cooperation must also 
be based on sound principles of good 
governance such as transparency, 
openness, inclusiveness, objectiveness and 
fairness of procedures, which are 
responsive to patients’ needs, preferences 
and expectations.  The Commission 
should ensure that only Health 
Technology Assessment bodies which 
adhere to these principles can join the 
network.

Justification

Health Systems and the process of Health Technology Assessment (HTA) should be open and 
inclusive.  The views, experiences and expertise of patients should be integrated into the 
evaluation process to allow for a better evaluation of benefits, costs and risks.  Physicians, 
health professionals, researchers and industry should also be involved.  Stakeholders’ 
positions must be represented in the decision-making phase of the HTA process. This 
amendment goes with an amendment to Article 17.

Amendment 20

Proposal for a directive
Article 1

Text proposed by the Commission Amendment

This Directive establishes a general 
framework for the provision of safe, high 
quality and efficient cross-border
healthcare.

This Directive establishes a general 
framework for EU citizens' access to safe, 
high quality and efficient healthcare under 
equitable conditions, and establishes 
cooperation mechanisms between 
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Member States in the field of health, 
respecting national responsibility for 
organising and providing healthcare and 
is intended to improve the accessibility, 
quality and efficiency of health systems in 
the Member States. And for enhanced 
legal certainty for citizens regarding the 
reimbursement of the cost of healthcare 
provided in another Member State.

Justification

The current proposal, focused on patient mobility, might be deemed beneficial to citizens with 
a certain profile (well-off, well-informed and familiar with foreign languages), but these 
citizens are a minority. 

The proposal should not focus simply on dealing with patient mobility (which only affects a 
minority) but on improving healthcare quality and safety, and on cooperation between 
Member States, all of which will benefit citizens in general. 

Amendment 21

Proposal for a directive
Article 2

Text proposed by the Commission Amendment

This Directive shall apply to provision of 
healthcare regardless of how it is 
organised, delivered and financed or 
whether it is public or private.

This Directive shall apply to provision of 
healthcare in a Member State other than 
that in which the patient resides or is an 
insured person, regardless of how it is 
organised, delivered and financed or 
whether it is public or private.

The purpose of the Directive is to enhance 
access to cross-border healthcare.

Amendment 22

Proposal for a directive
Article 3 – paragraph 2

Text proposed by the Commission Amendment

2. When the circumstances under which an 
authorisation to go to another Member State in 
order to receive appropriate treatment under 

2. In accordance with the case-law of the 
Court of Justice of the European 
Communities and when the circumstances 
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Article 22 of Regulation (EC) No 1408/71 must 
be granted are met, the provisions of that 
Regulation shall apply and the provisions of 
Articles 6, 7, 8 and 9 of this Directive shall not 
apply. Conversely, when an insured person 
seeks healthcare in another Member State in 
other circumstances, Articles 6, 7, 8 and 9 of 
this Directive apply and Article 22 of Council 
Regulation (EC) No 1408/71 shall not apply. 
However, whenever the conditions for granting 
an authorisation set out in Article 22(2) of 
Regulation (EC) No 1408/71 are fulfilled, the 
authorisation shall be accorded and the benefits 
provided in accordance with that Regulation. In 
that case Articles 6, 7, 8 and 9 of this Directive 
shall not apply.

under which an authorisation to go to 
another Member State in order to receive 
appropriate treatment under Article 22 of 
Regulation (EC) No 1408/71 must be 
granted are met, the provisions of that 
Regulation shall apply and the provisions 
of Articles 6, 7, 8 and 9 of this Directive 
shall not apply. Conversely, when an 
insured person seeks healthcare in another 
Member State in other circumstances, 
Articles 6, 7, 8 and 9 of this Directive apply 
and Article 22 of Council Regulation (EC) 
No 1408/71 shall not apply. However, 
whenever the conditions for granting an 
authorisation set out in Article 22(2) of 
Regulation (EC) No 1408/71 are fulfilled, 
the authorisation shall be accorded and the 
benefits provided in accordance with that 
Regulation. In that case Articles 6, 7, 8 and 
9 of this Directive shall not apply.

Justification

It should be stated explicitly that where Regulation No 1408/71 (Directive 883/2004) is not in 
line with the case-law of the Court of Justice of the European Communities, this case-law 
shall take precedence. All directives relating to the reimbursement of and conditions for 
healthcare, authorisation and monitoring of medicinal products, protection of personal data 
and other directives shall have precedence over this directive provided they are not at 
variance with the case-law of the Court of Justice, as is explicitly set out in Paragraph 2.

Amendment 23

Proposal for a directive
Article 4 – point a

Text proposed by the Commission Amendment

(a) "healthcare" means a health service
provided by or under the supervision of a 
health professional in exercise of his 
profession, and regardless of the ways in 
which it is organised, delivered and 
financed at national level or whether it is
public or private;

(a) "healthcare" means health services or 
products, in particular medical or 
pharmaceutical services and medicinal 
products or medical devices, provided by,
prescribed by or under the supervision of a 
health professional in the exercise of his 
profession, and regardless of the ways in 
which they are organised, delivered and 
financed at national level or whether they 
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are public or private;

Justification

The supply of medicinal products is covered by the free movement of goods. Pharmacists do 
far more than simple distribution, however, as they advise and care for their patients. In 
addition, the medicinal products they provide supplement the therapy provided by doctors 
and thus represent a key component of healthcare. Their activities should therefore be 
comprehensively covered by the scope of this directive.

Amendment 24

Proposal for a directive
Article 4 – point a a (new)

Text proposed by the Commission Amendment

(aa) "health data" means any 
information which relates to the physical 
or mental health of an individual, or to 
the provision of health service to the 
individual, which may include: a) 
information about the registration of the 
individual for the provision of health 
services; b) information about payments 
or eligibility for healthcare with respect to 
the individual; c) a number, symbol or 
particular assigned to an individual to 
uniquely identify the individual for health 
purposes; d) any information about the 
individual collected in the course of the 
provision of health services to the 
individual; e) information derived from 
the testing or examination of a body part 
or bodily substance; and f) identification 
of a person (healthcare professional) as 
provider of healthcare to the individual; 

Justification

As recommended in the EDPS opinion, the definition of health data should be as broad as 
possible. This is the ISO 27799 definition.

Amendment 25



PE418.168v02-00 22/53 AD\773861EN.doc

EN

Proposal for a directive
Article 4 – point d

Text proposed by the Commission Amendment

(d) "health professional" means a doctor of 
medicine or a nurse responsible for general 
care or a dental practitioner or a midwife or 
a pharmacist within the meaning of 
Directive 2005/36/EC or another 
professional exercising activities in the 
healthcare sector which are restricted to a 
regulated profession as defined in Article 
3(1)(a) of Directive 2005/36/EC;

(d) "health professional" means a doctor of 
medicine or a nurse responsible for general 
care or a dental practitioner or a midwife or 
a pharmacist within the meaning of 
Directive 2005/36/EC or another 
professional exercising activities in the 
healthcare sector which are restricted to a 
regulated profession as defined in Article 
3(1)(a) of Directive 2005/36/EC; or a 
person legally exercising healthcare 
activities in the Member State of 
treatment.

Justification
Amendment in line with the scope of the Directive (healthcare services and products).

Amendment 26

Proposal for a directive
Article 4 - point h

Text proposed by the Commission Amendment

(h) ‘Member State of affiliation’ means the 
Member State where the patient is an 
insured person;

(h) ‘Member State of affiliation’ means the 
Member State where the patient has social 
security affiliation in accordance with the 
coordination rules laid down in 
Regulation (EEC) No 1408/71;

Amendment 27

Proposal for a directive
Article 4 - point i

Text proposed by the Commission Amendment

(i) ‘Member State of treatment’ means the 
Member State on whose territory cross-
border healthcare is actually provided;

(i) ‘Member State of treatment’ means the 
Member State on or from whose territory 
cross-border healthcare is actually 
provided;

Justification
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- definition ‘Member State of treatment’: ‘or from whose’ should clarify that telemedicine is 
also included in the definition.

Amendment 28

Proposal for a directive
Article 4 – point i a (new)

Text proposed by the Commission Amendment

(ia) ‘medical device’ means a medical 
device as defined by Directive 93/42/EEC 
or Directive 90/385/EEC or Directive 
98/7/EC;

Justification

The purchase of goods in connection with healthcare (e.g. medical devices) was the subject of 
the Decker judgment (the device to which that case applied being spectacles), and should 
therefore also be incorporated into a directive intended to codify the Kohll and Decker 
judgments

Amendment 29

Proposal for a directive
Article 4 – point i b (new)

Text proposed by the Commission Amendment

(ib) ‘goods used in connection with health 
care’ means goods which are used to 
preserve or improve a person’s health, 
such as medical devices and medicines;

Justification

The purchase of goods in connection with healthcare (e.g. medical devices) was the subject of 
the Decker judgment (the device to which that case applied being spectacles), and should 
therefore also be incorporated into a directive intended to codify the Kohll and Decker 
judgments
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Amendment 30

Proposal for a Directive
Article 5 - title and paragraph 1 and point a

Text proposed by the Commission Amendment

Responsibilities of authorities of the
Member State of treatment

Responsibilities of the authorities of the 
Member States

1. The Member States of treatment shall be 
responsible for the organisation and the 
delivery of healthcare. In such a context 
and taking into account principles of 
universality, access to good quality care, 
equity and solidarity, they shall define 
clear quality and safety standards for 
healthcare provided on their territory, and 
ensure that:

1. The Member States of treatment shall be 
responsible for the organisation and the 
delivery of healthcare. In such a context 
and on the basis of the principles of 
universality, geographical and financial 
access to good quality care, efficiency and 
effectiveness, continuity, equity and 
solidarity, they shall define clear quality 
and safety standards for healthcare 
provided on their territory, and ensure that:

(a) mechanisms are in place for ensuring
that healthcare providers are able to meet 
such standards, taking into account 
international medical science and generally 
recognised good medical practices;

(a) mechanisms which deliver high quality 
systematic education and training for 
healthcare professionals, are in place
toensure that healthcare providers are able 
to meet such standards, taking into account 
international medical science and generally 
recognised good medical practices;

Amendment 31

Proposal for a directive
Article 5 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) the application of such standards by
healthcare providers in practice is 
regularly monitored and corrective action 
is taken when appropriate standards are 
not met, taking into account progress in 
medical science and health technology;

(b) the healthcare referred to in paragraph 
1 is provided in accordance with the 
standards and guidelines on quality and 
safety defined by the Member State of 
treatment ensuring that:

(i) patients and healthcare providers from 
other Member States are provided with 
information on such standards and 
guidelines, including provisions on 
supervision, inter alia by electronic 



AD\773861EN.doc 25/53 PE418.168v02-00

EN

means;
(ii) patients and healthcare providers from 
other Member States are provided with 
information on available treatments, 
availability, average or, if applicable, 
mandatory prices of the healthcare 
provided and details on the rules 
regarding  insurance cover or other 
means of personal or collective protection 
with regard to the professional liability of 
healthcare providers; 

Justification

The provisions of Article 11 should be incorporated into Article 5 as they deal with the same 
subject matter. The deletion of Article 11 can be considered.

For reasons of subsidiarity and proportionality, the definition of quality and safety standards 
should be treated exclusively as a matter for the applicable law.

Patients and providers must be informed about Member States' quality and safety standards. 
However, patients must also be informed about therapeutic options in order to be able to 
make a choice.

Amendment 32

Proposal for a directive
Article 5 – paragraph 1 – point c

Text proposed by the Commission Amendment

(c) healthcare providers provide all 
relevant information to enable patients to 
make an informed choice, in particular on 
availability, prices and outcomes of the 
healthcare provided and details of their 
insurance cover or other means of personal 
or collective protection with regard to 
professional liability;

(c) healthcare providers provide all 
relevant information to enable patients to 
make an informed choice, in particular on
treatment options, availability, prices and
quality certifications and risks inherent in 
the healthcare provided and details of their 
insurance cover or other means of personal 
or collective protection with regard to 
professional liability;

Justification

Patients must be told about the different therapeutic options in order to be able to make an 
informed choice.
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Amendment 33

Proposal for a Directive
Article 5 - paragraph 1 – point d

Text proposed by the Commission Amendment

(d) patients have a means of making 
complaints and are guaranteed remedies 
and compensations when they suffer 
harm arising from the healthcare they 
receive;

deleted

Amendment 34

Proposal for a directive
Article 5 – paragraph 1 – point e

Text proposed by the Commission Amendment

(e) systems of professional liability 
insurance or a guarantee or similar 
arrangement, which are equivalent or 
essentially comparable as regards their 
purpose and which are appropriate to the 
nature and the extent of the risk are in 
place for treatment provided on their
territory;

(e) systems of professional liability 
insurance or a guarantee or similar 
arrangement, which are equivalent or 
essentially comparable as regards their 
purpose and which are appropriate to the 
nature and the extent of the risk are in 
place for treatment provided on the
territory;

Amendment 35

Proposal for a Directive
Article 5 - title and paragraph 1 – point f and g and paragraph 1a and 1b

Text proposed by the Commission Amendment

(f) the fundamental right to privacy with 
respect to the processing of personal data is
protected in conformity with national 
measures implementing Community 
provisions on the protection of personal 
data, in particular Directives 95/46/EC and 
2002/58/EC;

(f) there is a right to continuity of care by 
means of the forwarding of relevant 
medical data concerning the patient. In 
this context the fundamental right to 
privacy with respect to the processing of 
personal data must be protected in 
conformity with national measures 
implementing Community provisions on 
the protection of personal data, in 
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particular Directives 95/46/EC and 
2002/58/EC;

(g) patients from other Member States shall 
enjoy equal treatment with the nationals of 
the Member State of treatment, including 
the protection against discrimination 
provided for according to Community law 
and national legislation in force in the 
Member State of treatment.

(g) patients from other Member States shall 
enjoy equal treatment with the nationals of 
the Member State of treatment, including 
the protection against discrimination 
provided for according to Community law 
and national legislation in force in the 
Member State of treatment;

(ga) systematic and continuous efforts 
shall be made to ensure that these 
standards are improved, in accordance 
with the Council Conclusions on common 
values and principles in European Union 
health systems*, and taking into account 
advances in international medical science, 
generally recognised good practice and 
new healthcare technologies;
(gb) the public authorities of the Member 
States of treatment shall regularly check 
the accessibility, quality and financial 
state of their healthcare systems on the 
basis of the data gathered in accordance 
with Article 18; they shall, on a regular 
basis, take appropriate measures to 
maintain the level of public health and the 
financial viability of their social security 
systems;
gc) healthcare providers shall not be 
required under this Directive to accept 
planned treatment or to prioritise patients 
from other Member States to the 
detriment of other patients with similar 
health needs, in particular through 
increasing waiting times.
(gd) the right to written or electronic 
medical records, with a view to continuity 
of care, must be safeguarded;
(ge) the calculation of the costs of 
healthcare provided to patients from other 
Member States corresponds to the actual 
average costs charged to patients or to 
their health insurance companies in the 
Member State of treatment;
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1a. In order to maximise patient safety the 
Member States of treatment and 
affiliation shall ensure that:
(a) patients have a means of making 
complaints notably to a European 
Ombudsman who will treat patient 
complaints as regards prior authorisation, 
the quality of treatment and payments, 
and are guaranteed remedies and 
compensation when they suffer harm 
arising from the healthcare they receive;
(b) the quality and safety standards of the 
Member State of treatment are made 
public in a language and format that is 
clear and accessible to all citizens;
(c) there is a right to continuity of care of 
notably by means of the forwarding of 
relevant medical data concerning the 
patient with due respect to provisions of 
paragraph 1 - point (e) and pursuant to 
article 13 and patients who have received 
treatment are entitled to a written or 
electronic record of such treatment and of 
any medical advice for the continuity of 
their care;
(d) in the event of complications resulting 
from healthcare provided abroad or if a 
particular medical follow-up proves 
necessary, the Member State of affiliation 
guarantees to provide healthcare 
equivalent to that received on its territory;
(e) they immediately and proactively 
inform each other about health providers 
or health professionals when regulatory 
action is taken against their registration 
or their right to provide services;
1b. The Commission shall in accordance 
with the procedure referred to in Article 
19(2), adopt measures necessary for 
achieving a common security level of 
health data at national level, taking into 
account existing technical standards in 
this field.
* OJ C 146, 22.6.2006, p. 1.
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Amendment 36

Proposal for a directive
Article 5 – paragraph 3

Text proposed by the Commission Amendment

3. In so far as it is necessary to facilitate 
the provision of cross-border healthcare 
and taking as a basis a high level of 
protection of health, the Commission, in 
cooperation with the Member States, shall 
develop guidelines to facilitate the 
implementation of paragraph 1.

3. In so far as it is necessary to facilitate 
the provision of cross-border healthcare 
and taking as a basis a high level of 
protection of health, the Commission, in 
cooperation with the Member States, shall 
develop proposals to facilitate the 
implementation of paragraph 1. These 
guidelines will support Member States in 
defining clear quality and safety criteria 
for healthcare provided on their territory.

Justification

The Commission is responsible only for the provision of cross-border healthcare. Developing 
guidelines would clearly encroach on Member States' responsibilities in relation to the 
healthcare system. Under the subsidiarity principle, the Member States are responsible for 
the organisation of their health services.

Amendment 37

Proposal for a directive – amending act
Article 6 – title

Text proposed by the Commission Amendment

Healthcare provided in another Member 
State

Healthcare provided in or from another 
Member State

Amendment 38

Proposal for a directive – amending act
Article 6 – paragraph 1

Text proposed by the Commission Amendment

1. Subject to the provisions of this 
Directive, in particular Articles 7, 8 and 9, 
the Member State of affiliation shall ensure 

1. Subject to the provisions of this 
Directive, in particular Articles 7, 8 and 9, 
the Member State of affiliation shall ensure 
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that insured persons travelling to another 
Member State with the purpose of 
receiving healthcare there or seeking to 
receive healthcare provided in another 
Member State, will not be prevented from 
receiving healthcare provided in another 
Member State where the treatment in 
question is among the benefits provided for 
by the legislation of the Member State of 
affiliation to which the insured person is 
entitled. The Member State of affiliation 
shall reimburse the costs to the insured 
person, which would have been paid for by 
its statutory social security system had the 
same or similar healthcare been provided 
in its territory. In any event, it is for the 
Member State of affiliation to determine
the healthcare that is paid for regardless of 
where it is provided.

that insured persons travelling to another 
Member State with the purpose of 
receiving healthcare there or seeking to 
receive healthcare from another Member 
State without physically visiting that 
Member State or seeking to purchase 
goods connected with health care there 
are not prevented from receiving this
healthcare or these goods where the 
treatment or goods in question are among 
the benefits provided for by the legislation 
of the Member State of affiliation to which 
the insured person is entitled. The Member 
State of affiliation shall reimburse the costs 
to the insured person, which would have 
been paid for by its statutory social security 
system had the same or similar healthcare 
been provided in its territory or the same 
or similar goods been purchased in its 
territory. This Directive shall not prevent 
Member States from adopting more 
favourable rules, for example that the 
costs of treatment shall be reimbursed at 
the (higher) rate which applies in the 
Member State where the treatment has 
been provided or the goods purchased.
This may in particular be the case for 
treatments which can be provided through 
the European reference networks referred 
to in Article 15 of this Directive. In any 
event, it is for the Member State of 
affiliation to determine what health care 
services and goods are paid for regardless 
of where they are provided or purchased.

Justification

The proposal provides only for a way of enabling Member States to restrict the outflow of 
patients. A way must also be provided for achieving the converse, namely limiting the inflow 
of patients. Both the outflow and inflow of patients may jeopardise the financial balance of 
social security schemes and/or the capacity and accessibility of care. 
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Amendment 39

Proposal for a Directive
Article 6 - paragraph 2

Text proposed by the Commission Amendment

2. The costs of healthcare provided in 
another Member State shall be reimbursed 
by the Member State of affiliation in 
accordance with the provisions of this 
Directive up to the level of costs that 
would have been assumed had the same or 
similar healthcare been provided in the 
Member State of affiliation, without 
exceeding the actual costs of healthcare 
received.

2. The costs of healthcare provided in 
another Member State shall, to the extent 
that they are among the benefits provided 
for by the legislation of the Member State 
of affiliation to which the insured person 
is entitled, be reimbursed or paid by the 
social security system of the Member State 
of affiliation in accordance with the 
provisions of this Directive up to the level 
of costs that would have been assumed had 
the same treatment which is equally 
effective for the patient been provided in 
the Member State of affiliation, without 
exceeding the actual costs of healthcare 
received. Member States shall cover other 
related costs, such as therapeutic 
treatment, provided that the total cost does 
not exceed the amount payable in the 
Member States of affiliation.

Amendment 40

Proposal for a directive – amending act
Article 6 – paragraph 3

Text proposed by the Commission Amendment

3. The Member State of affiliation may 
impose on a patient seeking healthcare
provided in another Member State, the 
same conditions, criteria of eligibility
and regulatory and administrative 
formalities for receiving healthcare and 
reimbursement of healthcare costs as it 
would impose if the same or similar 
healthcare was provided in its territory, 
in so far as they are neither 
discriminatory nor an obstacle to 
freedom of movement of persons.

3. The Member State of affiliation may 
impose on a patient seeking healthcare
services or goods connected with health 
care in another Member State, the same 
conditions and regulatory and 
administrative formalities including codes 
of conduct of the medical professions as it 
would impose if the same or similar 
healthcare was provided or the same goods 
were purchased in its territory, in so far as 
they are neither discriminatory nor an 
obstacle to freedom to provide goods and 
services.
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Justification

It is not the free movement of persons that is relevant here (this principle underlies 
Regulation No 1408/71). Rather, it is freedom to provide goods and services that is relevant 
here.

Amendment 41

Proposal for a directive – amending act
Article 6 – paragraph 4

Text proposed by the Commission Amendment

4. Member States shall have a mechanism 
for calculation of costs that are to be 
reimbursed to the insured person by the 
statutory social security system for 
healthcare provided in another Member 
State. This mechanism shall be based on 
objective, non-discriminatory criteria 
known in advance and the costs reimbursed 
according to this mechanism shall be not 
less than what would have been assumed 
had the same or similar healthcare been 
provided in the territory of the Member 
State of affiliation.

4. Member States shall have a mechanism 
for calculation of costs that are to be 
reimbursed to the insured person by the 
statutory social security system for 
healthcare provided in another Member 
State. This mechanism shall be based on 
objective, non-discriminatory criteria 
known in advance and the costs reimbursed 
according to this mechanism shall be not 
less than what would have been assumed 
had the same or similar healthcare been 
provided in the territory of the Member 
State of affiliation. These costs shall also 
include travel, where a situation of undue 
delay, or unavailability of treatment in the 
case of rare diseases, arises, without 
prejudice to the case of treatments which 
are specifically proscribed in the Member 
State of affiliation

Justification

If insured persons are forced to travel for healthcare in another Member State, due to undue 
delay or unavailability of treatment, which is particularly relevant in the case of rare 
diseases, travel costs should also be factored into the eligible costs to be reimbursed by the 
healthcare provider in the Member State of affiliation. However, this shall not apply in cases 
where treatments are specifically proscribed in the Member State of affiliation. 

Amendment 42

Proposal for a directive – amending act
Article 7
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Text proposed by the Commission Amendment

7. The Member State of affiliation shall not 
make the reimbursement of the costs of 
non-hospital care provided in another 
Member State subject to prior 
authorisation, where the cost of that care, if 
it had been provided in its territory, would 
have been paid for by its social security 
system.

7. The Member State of affiliation shall not 
make the reimbursement of the costs of 
non-hospital care provided in another 
Member State or the purchase of goods 
connected with health care which are 
purchased in another Member State
subject to prior authorisation, where the 
cost of that care, if it had been provided in 
its territory, or of those goods, if they had 
been purchased in its territory, would 
have been paid for by its social security 
system.

Justification
The purchase of goods in connection with healthcare (e.g. medical devices) was the subject of 
the Decker judgment (the device to which that case applied being spectacles), and should 
therefore also be incorporated into a directive intended to codify the Kohll and Decker 
judgments. 

Amendment 43

Proposal for a directive
Article 8 – Title

Text proposed by the Commission Amendment

Hospital and specialised care Hospital care

Amendment 44

Proposal for a directive
Article 8 – paragraph 2

Text proposed by the Commission Amendment

2. This list shall be set up and may be 
regularly updated by the Commission. 
Those measures, designed to amend non-
essential elements of this Directive by 
supplementing it, shall be adopted in 
accordance with the regulatory procedure 
with scrutiny referred to in Article 19(3).

2. This list shall be set up in cooperation 
and dialogue with Member States' health 
authorities and may be regularly updated 
by the Commission. Those measures, 
designed to amend non-essential elements 
of this Directive by supplementing it, shall 
be adopted in accordance with the 
regulatory procedure with scrutiny referred 
to in Article 19(3).
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Justification

It is good practice for there to be cooperation and dialogue with the competent health 
authorities of the Member States in setting up this specific list, given that diseases and their 
treatment are not the same in all Member States.

Amendment 45

Proposal for a directive
Article 8 – paragraph 3 – point (a)

Text proposed by the Commission Amendment

3. The Member State of affiliation may 
provide for a system of prior authorisation 
for reimbursement by its social security 
system of the cost of hospital care provided 
in another Member State where the 
following conditions are met:

3. By way of exception, the Member State 
of affiliation may provide for a system of 
prior authorisation for reimbursement by 
its social security system of the cost of 
hospital care provided in another Member 
State in the case where:

(a) healthcare which requires overnight
accommodation of the patient in question 
for at least one night.

(a) healthcare which can be provided only 
within a medical infrastructure and which 
normally requires the accommodation of 
the patient.

(b) the purpose of the system is to address 
the consequent outflow of patients due to 
the implementation of the present Article 
and to prevent it from seriously 
undermining, or being likely to seriously 
undermine:

(b) the purpose of the system is to address 
the consequent outflow of patients due to 
the implementation of the present Article 
and to prevent it from seriously 
undermining, or being likely to seriously 
undermine:

(i) the financial balance of the Member 
State’s social security system; and/or 

(i) the financial balance of the Member 
State’s social security system; and/or 

(ii) the planning and rationalisation carried 
out in the hospital sector to avoid hospital 
overcapacity, imbalance in the supply of 
hospital care and logistical and financial 
wastage, the maintenance of a balanced 
medical and hospital service open to all, 
or the maintenance of treatment capacity 
or medical competence on the territory of 
the concerned Member State. 

(ii) the planning and rationalisation 
objectives of the Member State in the 
hospital sector to ensure that there is a 
sufficient and permanent access to a 
balanced range of high quality hospital 
treatment on the territory of the concerned 
Member State and to avoid wastage of 
financial, technical and human resources.

Amendment 46
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Proposal for a directive
Article 8 – paragraph 4 a – (new)

Text proposed by the Commission Amendment

4a. Where prior authorisation has been 
sought and given, the Member State of 
affiliation shall ensure that the patient is 
only expected to pay up front any costs 
that they would be expected to pay in this 
manner had their care been provided in 
their home health system.  Member States 
should seek to transfer funds directly 
between the funders and the providers of 
care for any other costs.

Amendment 47

Proposal for a directive
Article 8 – paragraph 5 a – (new)

Text proposed by the Commission Amendment

5a. Patients who are on a waiting list for 
medical treatment in their Member State 
of affiliation shall not be subject to prior 
authorisation, if the time required to 
obtain it would be prejudicial to their state 
of health or their receipt of medical 
treatment, or where the treatment in 
question can not be provided for the 
person concerned in their Member State 
of affiliation, notwithstanding procedures 
which are specifically proscribed under 
the law of the Member State of affiliation.

Justification

Patients facing undue delay should not require prior authorisation.  This is the same for 
patients who can not access treatments due to their unavailability in their Member State of 
affiliation.  However, this should not be construed as facilitating the provision and funding of 
treatments which are specifically proscribed under the law of the Member State of affiliation.

Amendment 48
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Proposal for a directive
Article 8 – paragraph 5 b – (new)

Text proposed by the Commission Amendment

5b. Patients who are on a waiting list for 
medical treatment in their home country 
and are in urgent need of care shall not 
be subject to prior authorisation.

Justification

Patients who are on a waiting list in their home country and are in urgent need of care should 
be empowered to seek timely treatment in another Member State without being subject to 
prior authorisation. They also should be recognised the right for their care, often expensive, 
to be fully paid directly by the country of origin to the country of provision of care (without 
having to pay up-front).

Amendment 49

Proposal for a directive
Article 8 – paragraph 5 c – (new)

Text proposed by the Commission Amendment

5c. Patients with rare diseases shall not be 
subject to prior authorisation.

Justification

In a context of global scarcity of knowledge and expertise at national level, patients affected 
by rare diseases, both diagnosed and undiagnosed, should be recognised the right to choose 
where to purchase healthcare, without prior authorisation. They should also be recognised 
the right for their care, often expensive, to be fully paid directly by the country of origin to the 
country of provision of care (without having to pay up-front), even and especially when the 
care they need does not exist in their country of affiliation, as this is often the reason for 
which they need to go abroad.

Amendment 50

Proposal for a directive – amending act
Article 9 – paragraph -1 a (new) 

Text proposed by the Commission Amendment

-1a. Authorisation schemes shall be based 
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on criteria which preclude the competent 
authorities from exercising their power of 
assessment in an arbitrary or 
discretionary manner.

Amendment 51

Proposal for a directive – amending act
Article 9 – paragraph 3 a (new) 

Text proposed by the Commission Amendment

3a. Where prior authorisation has been 
granted, the Member State of affiliation 
shall seek reimbursement for any further 
cost to be provided directly from the 
purchaser to the provider.

Justification

Member States should facilitate the direct payment of costs incurred between the insurer in 
the Member State of affiliation to the service provider in the Member State of treatment.  This 
should be the case so that patients will not have to be burdened with upfront costs which 
might serve as a barrier to access to treatment.

Amendment 52

Proposal for a directive – amending act
Article 9 – paragraph 5 a (new) 

Text proposed by the Commission Amendment

5a. There will be a European 
Ombudsman who will treat patient 
complaints as regards prior authorisation, 
the quality of treatment and payments.

Justification

Patients should be entitled to have their voices heard at EU level when they have complaints 
about important issues such as prior authorisation, the quality of treatment and payments.

Amendment 53
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Proposal for a directive – amending act
Article 9 – paragraph 5 b (new) 

Text proposed by the Commission Amendment

5b. The Commission shall conduct a 
feasibility study into the establishment of 
a clearing house to facilitate the 
reimbursement of costs under this 
Directive across borders, healthcare 
systems and currency zones within two 
years of the entry into force of this 
Directive and shall report back to the 
European Parliament and the Council 
and, if appropriate, present a legislative 
proposal.

Justification

Member States should facilitate the reimbursement of costs between Member States in a 
manner that would allow as objective and impartial cost measurement as possible.  This 
could form part of an efficient solution for achieving this objective.

Amendment 54

Proposal for a directive
Article 10 – paragraph 1

Text proposed by the Commission Amendment

1. The Member States of affiliation shall 
ensure that there are mechanisms in place 
to provide patients on request with 
information on receiving healthcare in 
another Member State, and the terms and 
conditions that would apply, inter alia, 
whenever harm is caused as a result of 
healthcare received in another Member 
State.

1. The Member States of affiliation shall 
ensure that there are mechanisms in place 
to provide patients on request with 
information on receiving healthcare in 
another Member State, and the terms and 
conditions that would apply, inter alia, 
whenever harm is caused as a result of 
healthcare received in another Member 
State. Patients' organisations should be 
involved in cooperating with competent 
national authorities in the process of 
providing and disseminating information 
to patients.

Justification
Patients organisations are a valuable resource in supporting national competent authorities 
involved in the process of providing and disseminating information directly to patients.
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Amendment 55

Proposal for a directive
Article 10 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a There will be an independent 
counselling centre in every Member State 
to advice patients on the different 
treatments in the Member States. On the 
basis of the information the counselling 
centre provides, patients decide which 
treatment they prefer. 

Amendment 56

Proposal for a directive
Article 12 – paragraph 1

Text proposed by the Commission Amendment

1. Member States shall designate national 
contact points for cross-border healthcare 
and communicate their names and contact 
details to the Commission.

1. Member States shall designate national 
contact points for cross-border healthcare 
and communicate their names and contact 
details to the Commission. These national 
contact points should be established in an 
efficient and transparent way. The 
information about their existence should 
be appropriately disseminated across 
Member States, so that patients have an 
easy access to the information.

Amendment 57

Proposal for a directive
Article 12 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. The national contact points for cross-
border health care may also be 
incorporated into existing information 
centres in the Member States.
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Justification

Recital 36 of the preamble clearly states that national contact points may be incorporated 
into existing structures in the Member States, and this should be clearly expressed in the 
provisions of the directive. This will make it possible to avoid placing additional 
administrative burdens on the Member States in connection with the implementation of the 
directive.

Amendment 58

Proposal for a directive
Article 12 – paragraph 2

Text proposed by the Commission Amendment

2. The national contact point in the 
Member State of affiliation shall, in close 
cooperation with other competent national 
authorities, and with national contact 
points in other Member States, in particular 
in the Member State of treatment, and with 
the Commission:

2. The national contact point in the 
Member State of affiliation shall, in close 
cooperation with other competent national 
authorities, yet independently of same, and 
with national contact points in other 
Member States, in particular in the 
Member State of treatment with patients’ 
organisations and with the Commission:

Justification

It is imperative to establish functional independence between the national contact points and 
other competent national authorities, such as national health services, as there may be an 
incentive for the latter to operate the former subject to its own, rather than patients', 
prerogatives.

Amendment 59

Proposal for a directive
Article 12 – paragraph 2 – point (a)

Text proposed by the Commission Amendment

(a) provide and disseminate information to 
patients in particular on their rights related 
to cross-border healthcare and the 
guarantees of quality and safety, protection 
of personal data, procedures for complaints 
and means of redress available for 
healthcare provided in another Member 
State, and on the terms and conditions 

(a) provide and disseminate information to 
patients in particular on their rights related 
to cross-border healthcare and the 
guarantees of quality and safety, protection 
of personal data, the public or private 
status of the care provider, the 
reimbursement procedure and rates, 
procedures for complaints and means of 
redress available for healthcare provided in 
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applicable; another Member State, and on the terms 
and conditions applicable;

Amendment 60

Proposal for a directive
Article 12 – paragraph 2  point d

Text proposed by the Commission Amendment

(d) facilitate the development of 
international out-of-court settlement 
scheme for disputes arising from cross-
border healthcare;

(d) facilitate the development of 
international out-of-court settlement 
scheme, in cooperation with the 
Ombudsman, for disputes arising from 
cross-border healthcare;

Justification

The Ombudsman is an independent authority operating in every Member State, who 
principally investigates individual administrative practices or omissions or material actions 
by public service bodies which infringe the rights or prejudice the legitimate interests of 
natural or legal persons. In this specific instance, the Ombudsman could help towards the 
settlement of disputes.

Amendment 61

Proposal for a directive
Article 12 – paragraph 2 – point e a (new)

Text proposed by the Commission Amendment

(ea) Primary care providers shall inform 
patients of the availability and function of 
the national contact points in their 
Member State of affiliation.

Justification

Primary care providers, such as family doctors/general practitioners, are in most cases the 
first point of contact between patient and health service.  Therefore, in order to make patients 
aware of their rights to cross-border healthcare, primary care providers should be obliged to 
point patients in the direction of national contact points to give them the fullest information 
possible on their treatment options.
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Amendment 62

Proposal for a Directive
Article 13  paragraphs 2a, 2b and 2c (new)

Text proposed by the Commission Amendment

2a. Member States shall ensure that their 
various competent authorities cooperate 
in order to guarantee that the information 
made available to patients in accordance 
with the provisions of Article 10 is 
reliable.
2b. Member States shall cooperate to 
ensure the medical follow-up and/or 
treatment of any complications resulting 
from healthcare provided abroad. The 
Member State of treatment shall ensure 
that the Member State of affiliation 
responsible for providing that follow-up 
and or treatment has the possibility of 
redress in the event of harm and shall 
provide access to the medical file.
2c. There shall be an EU register of 
professional medical practitioners who
have been struck off the medical register 
or are subject to restrictions or 
disciplinary procedures by the relevant 
authorities of any Member State in the 
EU.

Justification

The duty to cooperate should apply to the new provisions of Articles 5 and 10.

Amendment 63

Proposal for a directive
Article 14 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. If a medicinal product is authorised to be 
marketed on their territory in accordance 
with Article 6(1) of Directive 2001/83/EC, 
Member States shall ensure that 

1. If a medicinal product is authorised to be 
marketed on their territory in accordance 
with Article 6(1) of Directive 2001/83/EC, 
Member States shall ensure that 
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prescriptions issued by an authorised 
person in another Member State for a 
named patient can be used in their territory 
and that any restrictions on recognition of 
individual prescriptions are prohibited 
unless they:

prescriptions issued for that medicinal 
product by an authorised person in another 
Member State for a named patient can be 
used in their territory and that any 
restrictions on recognition of individual 
prescriptions are prohibited unless they:

Justification

Artikel 6 der Richtlinie 2001/83/EG sieht vor, dass nur im jeweiligen Mitgliedstaat 
zugelassene Arzneimittel in den Verkehr gebracht werden dürfen. Diese nationalen 
Zulassungen machen auch heute noch den weit überwiegenden Marktanteil der Arzneimittel 
gegenüber zentralen europäischen Zulassungen auf der Grundlage der Verordnung (EG) 
726/2004 aus. Auch bei an sich unzweifelhaft authentischen Verschreibungen können im 
konkreten Einzelfall legitime und begründete Zweifel an der Befugnis der verschreibenden 
Person zur Verschreibung des fraglichen Arzneimittels bestehen, z.B. bei einer möglichen 
Überschreitung berufsrechtlicher Grenzen der Approbation. Diesen möglichen Zweifeln wird 
durch die Änderung in Buchstabe b) Rechnung getragen.

Amendment 64

Proposal for a directive
Article 14 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) are based on legitimate and justified 
doubts about the authenticity or content of 
an individual prescription. 

(b) are based on legitimate and justified 
doubts about the authenticity or content of 
an individual prescription or about the 
prescribing party's right to issue the 
prescription.

Justification

Artikel 6 der Richtlinie 2001/83/EG sieht vor, dass nur im jeweiligen Mitgliedstaat 
zugelassene Arzneimittel in den Verkehr gebracht werden dürfen. Diese nationalen 
Zulassungen machen auch heute noch den weit überwiegenden Marktanteil der Arzneimittel
gegenüber zentralen europäischen Zulassungen auf der Grundlage der Verordnung (EG) 
726/2004 aus. Auch bei an sich unzweifelhaft authentischen Verschreibungen können im 
konkreten Einzelfall legitime und begründete Zweifel an der Befugnis der verschreibenden 
Person zur Verschreibung des fraglichen Arzneimittels bestehen, z.B. bei einer möglichen 
Überschreitung berufsrechtlicher Grenzen der Approbation. Diesen möglichen Zweifeln wird 
durch die Änderung in Buchstabe b) Rechnung getragen.

Amendment 65
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Proposal for a directive
Article 14 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. For facilitating the implementation of 
paragraph 1, the Commission shall adopt:

2. For facilitating the implementation of 
paragraph 1, the Commission shall 
suggest:

Justification

The listed measures are bound to have an effect on the activities of healthcare professionals 
and the protection of public health. Member States should be allowed to retain their 
competence in these fields.

Amendment 66

Proposal for a directive
Article 14 – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) measures enabling a pharmacist or 
other health professional to verify the 
authenticity of the prescription and whether 
the prescription was issued in another 
Member State by an authorised person 
through developing a Community 
prescription template, and supporting 
interoperability of ePrescriptions;

(a) measures enabling a pharmacist or 
other health professional to verify the 
authenticity of the prescription and whether 
the prescription was issued in another 
Member State by an authorised person 
through developing a Community 
prescription template, and supporting 
interoperability of ePrescriptions. Data 
protection safeguards will be taken into 
account and incorporated from the initial 
stage of this development process;

Justification

As recommended in the EDPS opinion, this is important in order to have a high level of data 
protection

Amendment 67
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Proposal for a directive
Article 14 – paragraph 2 – point b a (new)

Text proposed by the Commission Amendment

(ba) measures to facilitate contact 
between the prescribing party and the 
dispensing party with a view to resolving 
uncertainties about prescription;

Justification
A system of European prescriptions recognition should permit direct contact between doctors 
and pharmacists. Such direct contact is an essential precondition for the resolution of 
uncertainties concerning treatment with medicines, and is already current practice in the 
Member States.

Amendment 68

Proposal for a directive
Article 14 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. Article 14 shall also apply to 
prescriptions for the supply of medical 
devices authorised in accordance with the 
laws of the Member State concerned.

Amendment 69

Proposal for a directive
Article 15 – paragraph 3 – introductory part and point a 

Text proposed by the Commission Amendment

The Commission shall adopt: The Commission shall adopt:

(a) a list of specific criteria and conditions 
that the European reference networks must 
fulfil, including the conditions and criteria
required from healthcare providers wishing 
to join the European reference networks, in 
order to ensure, in particular, that the 
European reference networks:

(a) a list of specific criteria and conditions 
that the European reference networks must 
fulfil, including a list of rarer disease 
areas needing to be taken into account 
and the conditions and criteria required 
from healthcare providers wishing to join 
the European reference networks, in order 
to ensure, in particular, that the European 
reference networks:
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Justification

As stated in the Explanatory Memorandum to the Commission proposal (point 8.3), the main 
objective of the European reference network is to ‘provide healthcare to patients who have 
conditions requiring a particular concentration of resources or expertise, in order to provide 
affordable, high quality and cost-effective care.’ The relevant article of the directive should 
reflect this.

Amendment 70

Proposal for a directive
Article 15 – paragraph 3 – point b a (new)

Text proposed by the Commission Amendment

(ba) measures to ensure the financial 
affordability and geographical 
accessibility of European reference 
networks.

Justification

If the provision of certain specialised care is to be organised at European level, guarantees 
must be provided that it remains accessible.

Amendment 71

Proposal for a directive
Article 16 a (new)

Text proposed by the Commission Amendment

Article 16a
Telemedicine

Telemedicine practitioners who provide 
healthcare for patients in the EU shall be 
registered with the medical regulator of 
the Member State from where the 
telemedicine treatment is provided.

Justification

Medical regulators in EU Member States must regulate all doctors who provide healthcare 
for patients in their Member States, irrespective of where the practitioner is providing such 
treatment.
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Amendment 72

Proposal for a directive
Article 17 – title

Text proposed by the Commission Amendment

Cooperation on management of new health 
technologies

Cooperation on management of health 
technologies

Justification

The proposed network must be operated according to good governance principles, as 
established in the Commission’s White Paper on European Governance (2001), particularly 
with regard to openness, accountability, effectiveness and coherence.  Cooperation on health 
technology assessments should be to foster transparent, objective, inclusive and timely 
procedures.  The Commission should therefore only admit health technology assessment 
authorities which meet these standards. This amendment goes with an amendment to Recital 
43.

Amendment 73

Proposal for a directive
Article 17 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. The European Commission shall, in 
consultation with the European 
Parliament, set up an operational 
framework for the network which is based 
on the principles of good governance 
including transparency, objectiveness, 
fairness of procedures, and broad and full 
stakeholder participation of all relevant 
societal groups including healthcare 
professionals, patients, researchers and 
industry. 

Justification

The proposed network must be operated according to good governance principles, as 
established in the Commission’s White Paper on European Governance (2001), particularly 
with regard to openness, accountability, effectiveness and coherence.  Cooperation on health 
technology assessments should be to foster transparent, objective, inclusive and timely 
procedures.  The Commission should therefore only admit health technology assessment 
authorities which meet these standards. This amendment goes with an amendment to Recital 
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43.

Amendment 74

Proposal for a directive
Article 17 – paragraph 2 – point a a, b and c (new)

Text proposed by the Commission Amendment

(aa) to find sustainable ways to balance 
the objectives of access to medicines, 
reward for innovation and management 
of healthcare budgets;
(ab) develop transparent, objective, 
inclusive and timely procedures and 
methodologies which are balancing all 
objectives; 
(ac) ensure full participation of all 
relevant societal groups, in particular 
patients, medical community, research 
and industry; 

Justification

The proposed network must be operated according to good governance principles, as 
established in the Commission’s White Paper on European Governance (2001), particularly 
with regard to openness, accountability, effectiveness and coherence.  Cooperation on health 
technology assessments should be to foster transparent, objective, inclusive and timely 
procedures.  The Commission should therefore only admit health technology assessment 
authorities which meet these standards. This amendment goes with an amendment to Recital 
43.

Amendment 75

Proposal for a directive
Article 17 – paragraph 2 – point b

Text proposed by the Commission Amendment

(b) to support provision of objective, 
reliable, timely, transparent and 
transferable information on the short- and 
long-term effectiveness of health 
technologies and enable an effective 
exchange of this information between 

(b) to support provision of objective, 
reliable, timely, transparent and 
transferable information on the short- and 
long-term effectiveness of health 
technologies and on their possible side-
effects and impacts on society, and enable 
an effective exchange of this information 
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national authorities or bodies. between national authorities or bodies.

Justification

This article provides for cooperation among the bodies responsible for technology impact 
assessments in the healthcare sector. These bodies possess information not only on the 
effectiveness of technologies but also on their possible side-effects and the changes they may 
bring about in society. An exchange of information on these issues should therefore also take 
place.

Amendment 76

Proposal for a directive
Article 17 – paragraph 3

Text proposed by the Commission Amendment

3. Member States shall designate the 
authorities or bodies participating in the 
network as referred to in paragraph 1 and 
communicate to the Commission names 
and contact details of those authorities or 
bodies.

3. Member States shall designate the 
authorities or bodies participating in the 
network as referred to in paragraph 1.The 
Commission shall only allow authorities 
to join the network which fulfil the 
principles of good governance.

Justification

The proposed network must be operated according to good governance principles, as 
established in the Commission’s White Paper on European Governance (2001), particularly 
with regard to openness, accountability, effectiveness and coherence.  Cooperation on health 
technology assessments should be to foster transparent, objective, inclusive and timely 
procedures.  The Commission should therefore only admit health technology assessment 
authorities which meet these standards. This amendment goes with an amendment to Recital 
43.

Amendment 77

Proposal for a directive
Article 17 – paragraph 4

Text proposed by the Commission Amendment

4. The Commission shall, in accordance 
with the procedure referred to in Article 
19(2), adopt the necessary measures for the 
establishment and the management of this 
network and specifying the nature and type 

4. The Commission shall, in accordance 
with the procedure referred to in Article 
19(2), adopt the necessary measures for the 
establishment and the management of this 
network according to the above objectives
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of the information to be exchanged. and specifying the nature and type of the 
information to be exchanged.

Justification

The proposed network must be operated according to good governance principles, as 
established in the Commission’s White Paper on European Governance (2001), particularly 
with regard to openness, accountability, effectiveness and coherence.  Cooperation on health 
technology assessments should be to foster transparent, objective, inclusive and timely 
procedures.  The Commission should therefore only admit health technology assessment 
authorities which meet these standards. This amendment goes with an amendment to Recital 
43.

Amendment 78

Proposal for a directive
Article 18 – paragraph 1

Text proposed by the Commission Amendment

1. Member States shall collect statistical 
and other additional data needed for 
monitoring purposes on the provision of 
cross-border healthcare, the care provided, 
its providers and patients, the cost and the 
outcomes. They shall collect such data as 
part of their general systems for collecting 
healthcare data, in accordance with 
national and Community law for the 
production of statistics and on the 
protection of personal data.

1. Member States shall collect statistical 
data needed for monitoring purposes on the 
provision of cross-border healthcare, the 
care provided, its providers and patients, 
the cost and the outcomes. They shall 
collect such data as part of their general 
systems for collecting healthcare data, in 
accordance with national and Community 
law for the production of statistics and on 
the protection of personal data, and 
specifically Article 8(4) of Directive 
95/46/EC.

Justification

Article 8(4) of Directive 95/46 lays down specific requirements relating to subsequent use of 
health data.

Amendment 79

Proposal for a directive
Article 18 – paragraph 2

Text proposed by the Commission Amendment

2. Member States shall transmit the data 2. Member States shall, if necessary,
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referred to in paragraph 1 to the 
Commission at least annually, except for 
data that are already collected pursuant to 
Directive 2005/36/EC.

transmit the data referred to in paragraph 1 
to the Commission, except for data that are 
already collected pursuant to Directive 
2005/36/EC. An assessment of the 
necessity of these transfers for legitimate 
purposes will be duly specified in advance.

Justification

The obligation to transmit data to the Commission should be subject to an assessment of 
necessity rather than by definition on an annual basis.

Amendment 80

Proposal for a directive
Article 19 – paragraph 2

Text proposed by the Commission Amendment

2. Where reference is made to this 
paragraph, Articles 5 and 7 of Decision 
1999/468/EC shall apply, having regard to 
the provisions of Article 8 of that Decision. 
The period laid down in Article 5(6) of 
Decision 1999/468/EC shall be set at 3 
months.

2. Where reference is made to this 
paragraph, Articles 5 and 7 of Decision 
1999/468/EC shall apply, having regard to 
the provisions of Article 8 of that Decision. 
The period laid down in Article 5(6) of 
Decision 1999/468/EC shall be set at 3 
months. Where implementing measures 
relate to the processing of personal data 
the European Data Protection Supervisor 
shall be consulted. 

Justification

As recommended in the EDPS opinion, it is important the EDPS is consulted on these matters.

Amendment 81

Proposal for a Directive
Article 20

Text proposed by the Commission Amendment

The Commission shall within five years 
after the date referred to in Article 22(1) 
draw up a report on the operation of this 
Directive and submit it to the European 
Parliament and to the Council.

The Commission shall within five years 
after the date referred to in Article 22(1) 
draw up a report on the operation of this 
Directive and submit it to the European 
Parliament and to the Council. That report 
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shall pay particular attention to the effects 
of the application of this Directive on the 
mobility of patients and of all the actors in 
the Member States’ health systems. If 
necessary, the Commission shall include 
with the report proposals for amending 
the legislation.

To that end and without prejudice to 
Article 22, the Member States shall 
communicate to the Commission any 
measure they have introduced, modified or 
maintained with a view to implement the 
procedures laid down in Articles 8 and 9.

To that end and without prejudice to 
Article 22, the Member States shall 
communicate to the Commission any 
measure they are applying to implement 
the Directive.

Justification

Some of the aspects that should be covered in the report need to be specified. Furthermore, 
the report should be presented after three years.
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