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Amendment 116
Cristina Gutiérrez-Cortines

Proposal for a directive
Recital 23

Text proposed by the Commission Amendment

(23) The patient may choose which 
mechanism they prefer, but in any case, 
where the application of Regulation (EC) 
No 1408 /71 is more beneficial for the 
patient, the patient should not be deprived 
of the rights guaranteed by that 
Regulation.

deleted

Or. es

Justification

If there were any differences between the rights accorded to cross-border patients and those 
applying in the other countries concerned, this might lead to internal tensions and create two-
tier systems.

Amendment 117
María Sornosa Martínez, Inés Ayala Sender

Proposal for a directive
Recital 23

Text proposed by the Commission Amendment

(23) The patient may choose which 
mechanism they prefer, but in any case, 
where the application of Regulation (EC) 
No 1408/71 is more beneficial for the 
patient, the patient should not be deprived 
of the rights guaranteed by that 
Regulation.

deleted

Or. es
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Justification

Es fundamental que se mantenga la situación según la cual son los profesionales sanitarios 
del sector público los que deciden acerca de la necesidad de asistencia sanitaria de los 
pacientes en otros EEMM evitando situaciones de asistencia innecesaria. La autorización 
previa podría percibirse por los ciudadanos como una restricción a su derecho a  ejercer la 
movilidad transfronteriza, no obstante en realidad constituye una garantía para los 
ciudadanos que se desplazan, ya que la autoridad sanitaria puede ayudarles a decidir sobre 
las posibles opciones de tratamiento en el propio EM y en otros EEMM.

Amendment 118
Kartika Tamara Liotard

Proposal for a directive
Recital 23

Text proposed by the Commission Amendment

(23) The patient may choose which 
mechanism they prefer, but in any case, 
where the application of Regulation 
1408/71 is more beneficial for the patient, 
the patient should not be deprived of the 
rights guaranteed by that Regulation.

deleted

Or. en

Justification

To apply and implement the case law of European Court Justice is the sole responsibility of 
the Member States and has already been coped with by quite a number of them. There is no 
need to address these issues by a separate directive on cross-border health care. The 
framework on patient mobility established by Regulation 1408/71/EC is sufficient for 
handling the coverage of costs resulting from provision of health care in another Member 
State than the insured person's Member State of affiliation, and it is more beneficial for 
patients than the reimbursement mechanism as proposed by the Commission, which entails 
upfront payments from the patients own pocket.
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Amendment 119
Anne Ferreira

Proposal for a directive
Recital 23

Text proposed by the Commission Amendment

(23) The patient may choose which 
mechanism they prefer, but in any case, 
where the application of Regulation 
1408/71 is more beneficial for the patient, 
the patient should not be deprived of the 
rights guaranteed by that Regulation.

(23) In any case, where the application of 
Regulation 1408/71 is more beneficial for 
the patient, the patient should not be 
deprived of the rights guaranteed by that 
Regulation.

Or. fr

Justification

Theoretically and fundamentally, the patient should be able to make such a choice, but in 
order to guarantee the choice it would be necessary to invest in information to ensure that the 
latter was complete and continuously updated in real time, which is impossible. 
Consequently, this possibility of choice is illusory and the patient is unable to make a choice 
in full knowledge of the facts.

Amendment 120
Marianne Thyssen

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 healthcare-related 
products purchased in another Member 
State The assumption of costs should 
therefore be limited to costs actually 
incurred.

Or. nl
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Justification

The directive does not relate only to provision of services but also to the purchase of products 
in the framework of cross-border healthcare. Also, the formulation of the recital has been 
improved.

Amendment 121
Maria Berger

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 in another Member 
State and the assumption of costs should be 
therefore limited only to actual costs of 
healthcare received. However, the Member 
States should also assume other 
healthcare-related costs, such as for 
therapeutic treatment;

Or. de

Amendment 122
Giovanni Berlinguer, Roberto Musacchio, Umberto Guidoni

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 in another Member 
State and the assumption of costs should be 
therefore limited only to actual costs of 
healthcare received. Member States may 
decide to cover other related costs, such as 
travel and accommodation or therapeutic 
treatment provided that the total cost does 
not exceed the amount payable in the 
Member State of affiliation.
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Justification

To facilitate the use of healthcare abroad by patients, Member States should be enabled to 
cover inter alia also the costs for accommodation and travel.

Amendment 123
Marianne Thyssen

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 purchase of a healthcare-
related product in another Member State, 
if such a treatment or product 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 
scheme for benefits in kind and 
healthcare products to healthcare or 
healthcare products provided in another 
Member State according to its provisions.

Or. nl

Justification

The directive does not only relate to provision of services but also to the purchase of products 
in the framework of cross-border healthcare. Also, the formulation of the recital has been 
improved.
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Amendment 124
María Sornosa Martínez, Inés Ayala Sender

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 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, or to 
alter the conditions governing such 
entitlement, where these are laid down in 
the legislation of the 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.

Or. es

Justification

Under Article 152 TEC the organisation of health services is a matter for Member States.

Amendment 125
Linda McAvan

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 

(25) This Directive recognises that 
entitlement to treatment is not always 
determined nationally by Member States 
and that Member States may organise 
their own healthcare and social security 
systems to provide for entitlement to 
treatment to be determined at a regional 
or local level.
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provided in another Member State 
according to its provisions.

Or. en

Justification

This amendment takes into account those healthcare systems that are not organised 
nationally.

Amendment 126
John Bowis

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 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. This Directive 
recognises that entitlement to treatment is 
not always determined nationally by 
Member States and that Member States 
may organise their own healthcare and 
social security systems to provide for 
entitlement to treatment to be determined 
at a regional or local level.

Or. en

Justification

The systems and procedures for determining entitlements vary between Members States, and 
should be reflected in the texts.
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Amendment 127
Iles Braghetto

Proposal for a directive
Recital 25 a (new)

Text proposed by the Commission Amendment

(25a) This Directive recognises that 
entitlement to treatment is not always 
determined by Member States at national 
level and that not all Member States have 
a defined list of the services they do or do 
not provide. Member States must retain 
the right to organise their own healthcare 
and social security systems in such a way 
that availability of treatments, and 
entitlement to them, can be determined at 
a regional or local level.

Or. en

Justification

A number of healthcare systems do not have national level eligibility criteria for determining 
access to particular treatments or a defined “basket of care” which all people they cover are 
automatically entitled to receive. The Directive should fully recognise that some Member 
States rely on sub-national decision-making arrangements for planning and financing their 
healthcare systems.

Amendment 128
Cristina Gutiérrez-Cortines

Proposal for a directive
Recital 26

Text proposed by the Commission Amendment

(26) This Directive does not provide either 
for transfer of social security entitlements 
between Member States or other 
coordination of social security schemes. 
The sole objective of the provisions 
regarding prior authorisation and 
reimbursement of healthcare provided in 
another Member State is to enable 

deleted
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freedom to provide healthcare for both 
patients and healthcare providers and to 
remove unjustified obstacles to that 
fundamental freedom within the patient’s 
Member State of affiliation. Consequently 
the Directive fully respects the differences 
of national health-care systems and the 
Member States’ responsibilities for 
organisation and delivery of health 
services and medical care.

Or. es

Justification

In Member States with a public health service, a patient may not be allowed total freedom of 
choice, but rather has to comply with the delivery rules applied by the public service. That is 
not the case, however, when the service provider is privately owned.

Amendment 129
Kartika Tamara Liotard

Proposal for a directive
Recital 26

Text proposed by the Commission Amendment

(26) This Directive does not provide either 
for transfer of social security entitlements 
between Member States or other 
coordination of social security schemes. 
The sole objective of the provisions 
regarding prior authorisation and 
reimbursement of healthcare provided in 
another Member State is to enable 
freedom to provide healthcare for both 
patients and healthcare providers and to 
remove unjustified obstacles to that 
fundamental freedom within the patient's 
Member State of affiliation.. 
Consequently the Directive fully respects 
the differences of national health-care 
systems and the Member States' 
responsibilities for organisation and 
delivery of health services and medical 

deleted
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care.

Or. en

Justification

To apply and implement the case law of European Court Justice is the sole responsibility of 
the Member States and has already been coped with by quite a number of them. There is no 
need to address these issues by a separate directive on cross-border health care. The 
framework on patient mobility established by Regulation 1408/71/EC is sufficient for 
handling the coverage of costs resulting from provision of health care in another Member 
State than the insured person's Member State of affiliation, and it is more beneficial for 
patients than the reimbursement mechanism as proposed by the Commission, which entails 
upfront payments from the patients own pocket.

Amendment 130
Linda McAvan

Proposal for a directive
Recital 26

Text proposed by the Commission Amendment

(26) This Directive does not provide either 
for transfer of social security entitlements 
between Member States or other 
coordination of social security schemes. 
The sole objective of the provisions 
regarding prior authorisation and 
reimbursement of healthcare provided in 
another Member State is to enable 
freedom to provide healthcare for both 
patients and healthcare providers and to 
remove unjustified obstacles to that 
fundamental freedom within the patient's 
Member State of affiliation. Consequently
the Directive fully respects the differences 
of national health-care systems and the 
Member States' responsibilities for 
organisation and delivery of health services 
and medical care.

(26) This Directive does not provide either 
for transfer of social security entitlements 
between Member States or other 
coordination of social security schemes. 
The Directive also fully respects the 
differences of national health-care systems 
and the Member States' responsibilities for 
organisation and delivery of health services 
and medical care.

Or. en
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Justification

This amendment seeks to align more closely this recital with the Article relating to prior 
authorisation. 

Amendment 131
Claude Turmes, Margrete Auken

Proposal for a directive
Recital 26

Text proposed by the Commission Amendment

(26) This Directive does not provide either 
for transfer of social security entitlements 
between Member States or other 
coordination of social security schemes. 
The sole objective of the provisions 
regarding prior authorisation and 
reimbursement of healthcare provided in 
another Member State is to enable 
freedom to provide healthcare for both 
patients and healthcare providers and to 
remove unjustified obstacles to that 
fundamental freedom within the patient's 
Member State of affiliation. Consequently 
the Directive fully respects the differences 
of national health-care systems and the 
Member States' responsibilities for 
organisation and delivery of health services 
and medical care.

(26) This Directive does not provide either 
for transfer of social security entitlements 
between Member States or other 
coordination of social security schemes. 
Consequently the Directive fully respects 
the differences of national health-care 
systems and the Member States' 
responsibilities for organisation and 
delivery of health services and medical 
care.

Or. en

Amendment 132
Adamos Adamou, Giovanni Berlinguer, Roberto Musacchio, Kartika Tamara Liotard

Proposal for a directive
Recital 26

Text proposed by the Commission Amendment

(26) This Directive does not provide either 
for transfer of social security entitlements 
between Member States or other 

(26) This Directive does not provide either 
for transfer of social security entitlements 
between Member States or other 
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coordination of social security schemes. 
The sole objective of the provisions 
regarding prior authorisation and 
reimbursement of healthcare provided in 
another Member State is to enable 
freedom to provide healthcare for both 
patients and healthcare providers and to 
remove unjustified obstacles to that 
fundamental freedom within the patient's 
Member State of affiliation. Consequently 
the Directive fully respects the differences 
of national health-care systems and the 
Member States' responsibilities for 
organisation and delivery of health services 
and medical care.

coordination of social security schemes. 
Consequently the Directive fully respects 
the differences of national healthcare 
systems and the Member States' 
responsibilities for organisation and 
delivery of health services and medical 
care.

Or. en

Justification

The draft Directive is supposed to clarify the rules regarding the use of healthcare abroad by 
individual patients and not to facilitate the free movement of services.

Amendment 133
Åsa Westlund

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.

deleted

Or. sv
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Amendment 134
Stefano Zappalà

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 in the Member 
State where the healthcare is provided 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.

Or. en

Justification

This provision could be interpreted as meaning that a patient may in certain circumstances be 
required to be supplied a non-authorised product in the member State of affiliation. If this is 
the case this provision is inconsistent with the provisions of Article 14.1 on the recognition of 
prescriptions (which only applies to products with marketing authorization in the Member 
State where the prescription is dispensed) and in any event would require a change to EU 
pharmaceutical legislation (Article 6 Directive 2001/83). 

Amendment 135
Thomas Ulmer, Peter Liese

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 

(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
in that Member State, even if the 
medicinal product is not authorised for 
marketing in the Member State of 
affiliation, insofar as it is an indispensable 
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treatment in another Member State. part of obtaining effective treatment in 
another Member State.

Or. de

Justification

Under Article 6 of Directive 2001/83/EC, medicinal products may be placed on the market 
only in the Member State where they have been authorised. Such national authorisations still 
account for a greater share of the medicinal products market than central, European 
authorisations under Regulation (EC) No 726/2004. It should be made clear that the 
requirement for authorisation in the Member State of treatment would not be circumvented by 
this directive.

Amendment 136
Linda McAvan

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 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. This is 
without prejudice to the ability of Member 
States to organise their own healthcare 
and social security systems and to the 
applicable rules in the Member State of 
affiliation regarding the reimbursement 
of medicinal products.

Or. en

Justification

This amendment seeks to clarify that the Member State of affiliation is not obliged to 
reimburse patients when they receive a medicine in the Member State of treatment which is 
not licensed in the Member State of affiliation.



AM\763902EN.doc 17/70 PE418.320v01-00

EN

Amendment 137
Dorette Corbey

Proposal for a directive
Recital 28

Text proposed by the Commission Amendment

(28) Member States may maintain general 
conditions, criteria for eligibility and 
regulatory and administrative formalities 
for receipt of healthcare and 
reimbursement of healthcare costs, such as 
the requirement to consult a general 
practitioner before consulting a specialist 
or before receiving hospital care, also in 
relation to patients seeking healthcare in 
another Member State provided that such 
conditions are necessary, proportionate to 
the aim and are not discretionary and 
discriminatory. It is thus appropriate to 
require that these general conditions and 
formalities are being applied in an 
objective, transparent and non-
discriminatory way and are known in 
advance, that they are based primarily on 
medical considerations and that they do not 
impose any additional burden on patients 
seeking healthcare in another Member 
State in comparison with patients being 
treated in their Member State of affiliation, 
and that decisions are made as quickly as 
possible. This is without prejudice to the 
rights of the Member States to provide for 
criteria or conditions of prior authorisation 
in the case of patients seeking healthcare in 
their Member State of affiliation.

(28) Member States may maintain general 
conditions, criteria for eligibility and 
regulatory and administrative formalities 
for receipt of healthcare and 
reimbursement of healthcare costs, such as 
the requirement to consult a general 
practitioner before consulting a specialist 
or before receiving hospital care, also in 
relation to patients seeking healthcare in 
another Member State provided that such 
conditions are necessary, proportionate to 
the aim and are not discretionary and 
discriminatory. It is thus appropriate to 
require that these general conditions and 
formalities are being applied in an 
objective, transparent and non-
discriminatory way and are known in 
advance, that they are based primarily on 
medical considerations and that they do not 
impose any additional burden on patients 
seeking healthcare in another Member 
State in comparison with patients being 
treated in their Member State of affiliation, 
and that decisions are made as quickly as 
possible. This is without prejudice to the 
rights of the Member States to provide for 
criteria or conditions relating to exceptions 
to prior authorisation in the case of patients 
seeking healthcare in their Member State 
of affiliation.

Or. nl

Justification

Because of adaptation of Article 8(3).
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Amendment 138
Anne Ferreira, Bernadette Vergnaud

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 law 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. However, the provision of non-
hospital care in another Member State 
requires the patient to notify the social 
security administration of the Member 
State of affiliation about it, this 
notification being accompanied by a 
statement that the patient has received all 
the necessary information before his 
departure to the other Member State 
where the care is to be provided. This 
stipulation does not call into question the 
principle of automatic authorisation in 
the case of non-hospital care.

Or. fr

Justification

In parallel with the system of prior authorisation which Member States of affiliation may 
institute for hospital and specialised care, it should also be possible to establish a prior 
notification system. The Member State of affiliation cannot refuse to pay for care under this 
procedure, which is intended purely to ensure that the patient has received all the necessary 
information before his departure.
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Amendment 139
Thomas Ulmer

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) There is no definition of what 
constitutes hospital care throughout the 
different health systems of the 
Community, and different interpretations 
could therefore constitute an obstacle to 
the freedom for patients to receive 
healthcare. In order to overcome that 
obstacle, it is necessary to provide a 
Community definition of hospital care. 
Hospital care generally means care 
requiring the overnight accommodation 
of the patient. However, it may be 
appropriate to submit to the same regime 
of hospital care also certain other kinds of 
healthcare, if that healthcare requires use 
of highly specialised and cost-intensive 
medical infrastructure or medical 
equipment (e.g. high-technology scanners 
used for diagnosis) or involving 
treatments presenting a particular risk for 
the patient or the population (e.g. 
treatment of serious infectious diseases). 
A regularly updated list of such 
treatments shall be specifically defined by 
the Commission through the comitology 
procedure.

(30) The definition of what constitutes 
hospital care must remain within Member 
States’ legal jurisdiction. This ensures 
that, in qualified competition, expert 
further developments can be integrated 
into the system (i.e. that the assumption of 
more and more complex tasks by 
advanced technology, e.g. operations in 
the non-hospital sphere, remains 
possible). The specific distinction between 
hospitalisation and non-hospital care will 
be made on the basis of the practice of 
patient treatment in the country of 
provision in the typical course of events. 
Should significant differences emerge 
between cross-border patient populations, 
the Commission has a direct right to 
intervene and take corrective action, 
through a body to be set up.

Or. de

Amendment 140
Anne Ferreira, Harlem Désir, Bernadette Vergnaud

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) There is no definition of what (30) There is no general definition of what 
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constitutes hospital care throughout the 
different health systems of the Community, 
and different interpretations could 
therefore constitute an obstacle to the 
freedom for patients to receive healthcare. 
In order to overcome that obstacle, it is 
necessary to provide a Community 
definition of hospital care. Hospital care 
generally means care requiring the 
overnight accommodation of the patient. 
However, it may be appropriate to submit 
to the same regime of hospital care also 
certain other kinds of healthcare, if that 
healthcare requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment (e.g. 
high-technology scanners used for 
diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases). A regularly updated 
list of such treatments shall be specifically 
defined by the Commission through the 
comitology procedure.

constitutes hospital care throughout the 
different health systems of the Community, 
and different interpretations could 
therefore constitute an obstacle to the 
freedom for patients to receive healthcare. 
In order to overcome that obstacle, it is 
necessary to provide general definitions of 
hospital care and specialised care. 
Hospital care generally means care 
requiring the overnight accommodation of 
the patient. However, it is also appropriate 
to submit to the same regime also certain 
other kinds of healthcare, if that healthcare 
requires use of highly specialised and cost-
intensive medical infrastructure or medical 
equipment (e.g. high-technology scanners 
used for diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases). Each Member State 
of affiliation should draw up a list of such 
treatments which will be paid for by its 
social security system. This list must be 
published and should not constitute a 
disproportionate obstacle.

Or. fr

Justification

As the initial proposal recognises the differences between Member States with regard to 
acceptance by their social security systems of liability for payment for care, it does not seem 
appropriate that the list of hospital care should be drawn up by means of the commitology 
procedure, particularly as it is strictly a matter for the Member States by virtue of the 
subsidiarity principle. Common criteria should, however, be adopted.

Amendment 141
Anja Weisgerber

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) There is no definition of what (30) There is no definition of what 
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constitutes hospital care throughout the 
different health systems of the Community, 
and different interpretations could 
therefore constitute an obstacle to the 
freedom for patients to receive healthcare. 
In order to overcome that obstacle, it is 
necessary to provide a Community 
definition of hospital care. Hospital care 
generally means care requiring the 
overnight accommodation of the patient. 
However, it may be appropriate to submit 
to the same regime of hospital care also 
certain other kinds of healthcare, if that 
healthcare requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment (e.g. 
high-technology scanners used for 
diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases). A regularly updated 
list of such treatments shall be specifically 
defined by the Commission through the 
comitology procedure

constitutes hospital care throughout the 
different health systems of the Community.
It is the responsibility of the Member 
States to adopt these definitions. Hospital 
care generally means care requiring the 
overnight accommodation of the patient. 
However, it may be appropriate to submit 
to the same regime of hospital care also 
certain other kinds of healthcare, if that 
healthcare requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment (e.g. 
high-technology scanners used for 
diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases). The definition can 
also apply to the same healthcare 
treatment that, under the concepts of 
provision in the Member State of 
insurance, provides for a planned 
infrastructure on other grounds.

Or. de

Justification

This amendment corresponds to the amendment by the same author to Article 8(1). The 
proposed definition of hospital and specialised care is too narrow. In Germany it would cover 
neither partial in-patient or out-patient hospital care, nor the care of mentally ill patients in 
day clinics. The power to define hospital care that requires planning lies solely with the 
Member States.

Amendment 142
Linda McAvan

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) There is no definition of what 
constitutes hospital care throughout the 

(30) There is no definition of what 
constitutes hospital care throughout the 
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different health systems of the Community, 
and different interpretations could 
therefore constitute an obstacle to the 
freedom for patients to receive healthcare. 
In order to overcome that obstacle, it is 
necessary to provide a Community 
definition of hospital care. Hospital care 
generally means care requiring the 
overnight accommodation of the patient. 
However, it may be appropriate to submit 
to the same regime of hospital care also 
certain other kinds of healthcare, if that 
healthcare requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment (e.g. 
high-technology scanners used for 
diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases). A regularly updated 
list of such treatments shall be specifically 
defined by the Commission through the 
comitology procedure.

different health systems of the Community, 
and different interpretations could 
therefore constitute an obstacle to the 
freedom for patients to receive healthcare. 
In order to overcome that obstacle, it is 
necessary to provide a Community 
definition of hospital care. Hospital care 
generally means care requiring the 
overnight accommodation of the patient. 
However, it may be appropriate to submit 
to the same regime of hospital care also 
certain other kinds of healthcare, if that 
healthcare requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment (e.g. 
high-technology scanners used for 
diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases).

Or. en

Justification

This amendment relates to another amendment by the same author to Article 8, paragraph 1. 
Differences in entitlements and clinical practices between Member States mean that, in 
practice, having a single EU list of treatments for which prior authorisation may be required 
would only cause confusion for patients.

Amendment 143
Giovanni Berlinguer, Roberto Musacchio, Umberto Guidoni

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) There is no definition of what 
constitutes hospital care throughout the 
different health systems of the Community, 
and different interpretations could 

(30) There is no definition of what 
constitutes hospital care throughout the 
different health systems of the Community, 
and different interpretations could 
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therefore constitute an obstacle to the 
freedom for patients to receive healthcare. 
In order to overcome that obstacle, it is 
necessary to provide a Community 
definition of hospital care. Hospital care 
generally means care requiring the 
overnight accommodation of the patient. 
However, it may be appropriate to submit 
to the same regime of hospital care also 
certain other kinds of healthcare, if that 
healthcare requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment (e.g. 
high-technology scanners used for 
diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases). A regularly updated 
list of such treatments shall be specifically 
defined by the Commission through the 
comitology procedure.

therefore constitute an obstacle to the 
freedom for patients to receive healthcare. 
In order to overcome that obstacle, it is 
necessary to provide a Community 
definition of hospital care. Hospital care 
generally means care requiring the 
overnight accommodation of the patient. 
However, it may be appropriate to submit 
to the same regime of hospital care also 
certain other kinds of healthcare, if that 
healthcare requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment (e.g. 
high-technology scanners used for 
diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases).

Or. en

Justification

According to the subsidiarity principle, it should be the Member States themselves that decide 
on the definition of hospital care in relation to this Directive.

Amendment 144
Karin Jöns

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) There is no definition of what 
constitutes hospital care throughout the 
different health systems of the Community, 
and different interpretations could 
therefore constitute an obstacle to the 
freedom for patients to receive healthcare. 
In order to overcome that obstacle, it is 
necessary to provide a Community 

(30) There is no definition of what 
constitutes hospital care throughout the 
different health systems of the Community, 
and different interpretations could 
therefore constitute an obstacle to the 
freedom for patients to receive healthcare. 
In order to overcome that obstacle, it is 
necessary to provide a Community 
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definition of hospital care. Hospital care 
generally means care requiring the 
overnight accommodation of the patient. 
However, it may be appropriate to submit 
to the same regime of hospital care also 
certain other kinds of healthcare, if that 
healthcare requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment (e.g. 
high-technology scanners used for 
diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases). A regularly updated
list of such treatments shall be specifically 
defined by the Commission through the 
comitology procedure

definition of hospital care. Hospital care 
generally means care requiring the 
overnight accommodation of the patient. 
However, it may be appropriate to submit 
to the same regime of hospital care also 
certain other kinds of healthcare, if that 
healthcare requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment (e.g. 
high-technology scanners used for 
diagnosis) or involving treatments 
presenting a particular risk for the patient 
or the population (e.g. treatment of serious 
infectious diseases). Regularly updated
national lists of such treatments shall be 
specifically defined by the Member States 
themselves.

Or. de

Justification

A single EU-wide list of treatments defined as hospital treatments does not take into account 
individual national health systems and their differing range of treatments. Such a list would 
break the subsidiarity rule.

Amendment 145
Cristina Gutiérrez-Cortines

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) The evidence available indicates that 
the application of free movement 
principles regarding use of healthcare in 
another Member State within the limits of 
the cover guaranteed by the statutory 
sickness insurance scheme of the Member 
State of affiliation will not undermine the 
health systems of the Member States or
the financial sustainability of their social 
security systems. However, the Court of 
Justice has recognised that it cannot be 

deleted



AM\763902EN.doc 25/70 PE418.320v01-00

EN

excluded that the possible risk of seriously 
undermining a social security system’s 
financial balance or the objective of 
maintaining a balanced medical and 
hospital service open to all may constitute 
overriding reasons in the general interest 
capable of justifying a barrier to the 
principle of freedom to provide services. 
The Court of Justice has also recognised 
that the number of hospitals, their 
geographical distribution, the way in 
which they are organised and the facilities 
with which they are provided, and even 
the nature of the medical services which 
they are able to offer, are all matters for 
which planning must be possible. This 
Directive should provide for a system of 
prior authorisation for assumption of 
costs for hospital care received in another 
Member State, where the following 
conditions are met: had the treatment 
been provided on its territory, it would 
have been assumed by its social security 
system and the consequent outflow of 
patients due to the implementation of the
Directive seriously undermines or is likely 
to seriously undermine the financial 
balance of the social security system 
and/or this outflow of patients seriously 
undermines, or is likely to seriously 
undermine, 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 
Member State concerned. As the 
assessment of the precise impact of an 
expected outflow of patients requires 
complex assumptions and calculations, 
the Directive allows for a system of prior 
authorisation if there is sufficient reason 
to expect that the social security system 
will be seriously undermined. This should 
also cover cases of already existing 
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systems of prior authorisation which are 
in conformity with conditions laid down 
in Article 8.

Or. es

Justification

The diversity of European healthcare systems and financing models has to be taken into 
account.

Amendment 146
María Sornosa Martínez, Inés Ayala Sender

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) The evidence available indicates that 
the application of free movement 
principles regarding use of healthcare in 
another Member State within the limits of 
the cover guaranteed by the statutory 
sickness insurance scheme of the Member 
State of affiliation will not undermine the 
health systems of the Member States or
the financial sustainability of their social 
security systems. However, the Court of 
Justice has recognised that it cannot be 
excluded that the possible risk of seriously 
undermining a social security system’s 
financial balance or the objective of 
maintaining a balanced medical and 
hospital service open to all may constitute 
overriding reasons in the general interest 
capable of justifying a barrier to the 
principle of freedom to provide services. 
The Court of Justice has also recognised 
that the number of hospitals, their 
geographical distribution, the way in 
which they are organised and the facilities 
with which they are provided, and even 
the nature of the medical services which 
they are able to offer, are all matters for 
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which planning must be possible. This 
Directive should provide for a system of 
prior authorisation for assumption of 
costs for hospital care received in another 
Member State, where the following 
conditions are met: had the treatment 
been provided on its territory, it would 
have been assumed by its social security 
system and the consequent outflow of 
patients due to the implementation of the 
Directive seriously undermines or is likely 
to seriously undermine the financial 
balance of the social security system 
and/or this outflow of patients seriously 
undermines, or is likely to seriously 
undermine, 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 
Member State concerned. As the 
assessment of the precise impact of an 
expected outflow of patients requires 
complex assumptions and calculations, 
the Directive allows for a system of prior 
authorisation if there is sufficient reason 
to expect that the social security system 
will be seriously undermined. This should 
also cover cases of already existing 
systems of prior authorisation which are 
in conformity with conditions laid down 
in Article 8.

Or. es

Justification

La propuesta puede afectar a las condiciones en que se presta la asistencia sanitaria de la 
mayoría de ciudadanos que no deciden desplazarse a otro Estado miembro para recibir 
asistencia sanitaria, ya que puede interferir con la organización y planificación de la 
asistencia sanitaria del Estado miembro receptor del paciente que se desplaza. De ahí la 
necesidad de la existencia, no sólo de un mecanismo de autorización previa por parte del 
Estado miembro emisor, sino también de la posibilidad de que el Estado miembro receptor 
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pueda regular el flujo de pacientes procedentes de otros Estados miembros.

Amendment 147
Anja Weisgerber

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) The evidence available indicates that 
the application of free movement principles 
regarding use of healthcare in another 
Member State within the limits of the cover 
guaranteed by the statutory sickness 
insurance scheme of the Member State of 
affiliation will not undermine the health 
systems of the Member States or financial 
sustainability of their social security 
systems. However, the Court of Justice 
has recognised that it cannot be excluded 
that the possible risk of seriously 
undermining a social security system’s 
financial balance or the objective of 
maintaining a balanced medical and 
hospital service open to all may constitute 
overriding reasons in the general interest 
capable of justifying a barrier to the 
principle of freedom to provide services. 
The Court of Justice has also recognised 
that the number of hospitals, their 
geographical distribution, the way in 
which they are organised and the facilities 
with which they are provided, and even 
the nature of the medical services which 
they are able to offer, are all matters for
which planning must be possible. This 
Directive should provide for a system of 
prior authorisation for assumption of costs 
for hospital care received in another 
Member State, where the following 
conditions are met : had the treatment 
been provided on its territory, it would 
have been assumed by its social security 
system and the consequent outflow of 
patients due to the implementation of the 

(31) The evidence available indicates that 
the application of free movement principles 
regarding use of healthcare in another 
Member State within the limits of the cover 
guaranteed by the statutory sickness 
insurance scheme of the Member State of 
affiliation will not undermine the health 
systems of the Member States or financial 
sustainability of their social security 
systems. The Member States may provide 
for a system of prior authorisation for 
hospital and specialised care and decide on 
the care sectors in which they consider it 
necessary to plan needs.
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directive seriously undermines or is likely 
to seriously undermine the financial 
balance of the social security system 
and/or this outflow of patients seriously 
undermines, or is likely to seriously 
undermine 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. As the assessment of 
the precise impact of an expected outflow 
of patients requires complex assumptions 
and calculations, the Directive allows for 
a system of prior authorisation if there is 
sufficient reason to expect that the social 
security system will be seriously 
undermined. This should also cover cases 
of already existing systems of prior 
authorisation which are in conformity 
with conditions laid down in Article 8.

Or. de

Justification

This amendment corresponds to the amendment by the same author to Article 8(3). It must 
continue to be up to the Member States to decide how to arrange the prior authorisation 
system.

Amendment 148
Claude Turmes, Margrete Auken

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) The evidence available indicates that 
the application of free movement 
principles regarding use of healthcare in 

(31) The Court of Justice has recognised 
that there is a possible risk of seriously 
undermining a social security system's 
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another Member State within the limits of 
the cover guaranteed by the statutory 
sickness insurance scheme of the Member 
State of affiliation will not undermine the 
health systems of the Member States or 
financial sustainability of their social 
security systems. However, the Court of 
Justice has recognised that it cannot be 
excluded that the possible risk of seriously 
undermining a social security system's 
financial balance or the objective of 
maintaining a balanced medical and 
hospital service open to all may constitute 
overriding reasons in the general interest 
capable of justifying a barrier to the 
principle of freedom to provide services. 
The Court of Justice has also recognised 
that the number of hospitals, their 
geographical distribution, the way in which 
they are organised and the facilities with 
which they are provided, and even the 
nature of the medical services which they 
are able to offer, are all matters for which 
planning must be possible. This Directive 
should provide for a system of prior 
authorisation for assumption of costs for 
hospital care received in another Member 
State, where the following conditions are 
met : had the treatment been provided on 
its territory, it would have been assumed 
by its social security system and the 
consequent outflow of patients due to the 
implementation of the directive seriously 
undermines or is likely to seriously 
undermine the financial balance of the 
social security system and/or this outflow 
of patients seriously undermines, or is 
likely to seriously undermine 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. As the assessment 
of the precise impact of an expected 

financial balance or the objective of 
maintaining a balanced medical and 
hospital service open to all may constitute 
overriding reasons in the general interest 
capable of justifying a barrier to the 
principle of freedom to provide services. 
The Court of Justice has also recognised 
that the number of hospitals, their 
geographical distribution, the way in which 
they are organised and the facilities with 
which they are provided, and even the 
nature of the medical services which they 
are able to offer, are all matters for which 
planning must be possible. This Directive 
should provide for a system of prior 
authorisation for assumption of costs for 
hospital care received in another Member 
State.
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outflow of patients requires complex 
assumptions and calculations, the 
Directive allows for a system of prior 
authorisation if there is sufficient reason 
to expect that the social security system 
will be seriously undermined. This should 
also cover cases of already existing 
systems of prior authorisation which are 
in conformity with conditions laid down 
in Article 8.

Or. en

Amendment 149
Adamos Adamou, Giovanni Berlinguer, Roberto Musacchio, Kartika Tamara Liotard

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) The evidence available indicates that 
the application of free movement 
principles regarding use of healthcare in 
another Member State within the limits of 
the cover guaranteed by the statutory 
sickness insurance scheme of the Member 
State of affiliation will not undermine the 
health systems of the Member States or 
financial sustainability of their social 
security systems. However, the Court of 
Justice has recognised that it cannot be 
excluded that the possible risk of seriously 
undermining a social security system's 
financial balance or the objective of 
maintaining a balanced medical and 
hospital service open to all may constitute 
overriding reasons in the general interest 
capable of justifying a barrier to the 
principle of freedom to provide services. 
The Court of Justice has also recognised 
that the number of hospitals, their 
geographical distribution, the way in which 
they are organised and the facilities with 
which they are provided, and even the 
nature of the medical services which they 

(31) The Court of Justice has recognised 
that it cannot be excluded that the possible 
risk of seriously undermining a social 
security system's financial balance or the 
objective of maintaining a balanced 
medical and hospital service open to all 
may constitute overriding reasons in the 
general interest capable of justifying a 
barrier to the principle of freedom of 
movement. The Court of Justice has also 
recognised that the number of hospitals, 
their geographical distribution, the way in 
which they are organised and the facilities 
with which they are provided, and even the 
nature of the medical services which they 
are able to offer, are all matters for which 
planning must be possible. This Directive 
should provide for a system of prior 
authorisation for assumption of costs for 
hospital care received in another Member 
State.
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are able to offer, are all matters for which 
planning must be possible. This Directive 
should provide for a system of prior 
authorisation for assumption of costs for 
hospital care received in another Member 
State, where the following conditions are 
met : had the treatment been provided on 
its territory, it would have been assumed 
by its social security system and the 
consequent outflow of patients due to the 
implementation of the directive seriously 
undermines or is likely to seriously 
undermine the financial balance of the 
social security system and/or this outflow 
of patients seriously undermines, or is 
likely to seriously undermine 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. As the assessment 
of the precise impact of an expected 
outflow of patients requires complex 
assumptions and calculations, the 
Directive allows for a system of prior 
authorisation if there is sufficient reason 
to expect that the social security system 
will be seriously undermined. This should 
also cover cases of already existing 
systems of prior authorisation which are 
in conformity with conditions laid down 
in Article 8.

Or. en

Justification

There is no evidence available that proves that applying of free movement principles would 
not endanger the financial sustainability of health care systems. The last paragraphs put a 
heavy burden of proof on Member States in relation to the financial sustainability of their 
health systems before they could set up any prior authorisation schemes. Member States 
should be allowed to set up prior authorisation schemes for hospital care services, if this is 
necessary to fulfil their public responsibilities concerning the organisation and delivery of 
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healthcare.

Amendment 150
Linda McAvan

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) The evidence available indicates that 
the application of free movement principles 
regarding use of healthcare in another 
Member State within the limits of the cover 
guaranteed by the statutory sickness 
insurance scheme of the Member State of 
affiliation will not undermine the health 
systems of the Member States or financial 
sustainability of their social security 
systems. However, the Court of Justice has 
recognised that it cannot be excluded that 
the possible risk of seriously undermining 
a social security system's financial balance 
or the objective of maintaining a balanced 
medical and hospital service open to all 
may constitute overriding reasons in the 
general interest capable of justifying a 
barrier to the principle of freedom to 
provide services. The Court of Justice has 
also recognised that the number of 
hospitals, their geographical distribution, 
the way in which they are organised and 
the facilities with which they are provided, 
and even the nature of the medical services 
which they are able to offer, are all matters 
for which planning must be possible. This 
Directive should provide for a system of 
prior authorisation for assumption of costs 
for hospital care received in another 
Member State, where the following 
conditions are met : had the treatment 
been provided on its territory, it would 
have been assumed by its social security 
system and the consequent outflow of 
patients due to the implementation of the 
directive seriously undermines or is likely 

(31) The evidence available indicates that 
the application of free movement principles 
regarding use of healthcare in another 
Member State within the limits of the cover 
guaranteed by the statutory sickness 
insurance scheme of the Member State of 
affiliation will not undermine the health 
systems of the Member States or financial 
sustainability of their social security 
systems. However, the Court of Justice has 
recognised that it cannot be excluded that 
the possible risk of seriously undermining 
a social security system's financial balance 
or the objective of maintaining a balanced 
medical and hospital service open to all 
may constitute overriding reasons in the 
general interest capable of justifying a 
barrier to the principle of freedom to 
provide services. The Court of Justice has 
also recognised that the number of 
hospitals, their geographical distribution, 
the way in which they are organised and 
the facilities with which they are provided, 
and even the nature of the medical services 
which they are able to offer, are all matters 
for which planning must be possible. This 
Directive should provide for a system of 
prior authorisation for assumption of costs 
for hospital care received in another 
Member State. The Member State of 
affiliation shall specify in advance and in 
a transparent way the criteria for refusal 
of the prior authorisation related to the 
overriding reasons of general interest.
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to seriously undermine the financial 
balance of the social security system 
and/or this outflow of patients seriously 
undermines, or is likely to seriously 
undermine 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. As the assessment of 
the precise impact of an expected outflow 
of patients requires complex assumptions 
and calculations, the Directive allows for 
a system of prior authorisation if there is 
sufficient reason to expect that the social 
security system will be seriously 
undermined. This should also cover cases
of already existing systems of prior 
authorisation which are in conformity 
with conditions laid down in Article 8.

Or. en

Justification

This amendment relates to another amendment by the same author to Article 8, paragraph 3. 
Clarity is needed about when prior authorisation can be applied to applications for treatment 
in another Member State and the grounds for refusing prior authorisation. would only cause 
confusion for patients.

Amendment 151
Anne Ferreira, Harlem Désir, Bernadette Vergnaud

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) The evidence available indicates that 
the application of free movement 
principles regarding use of healthcare in 

(31) The Court of Justice has recognised 
that it cannot be excluded that the possible 
risk of seriously undermining a social 
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another Member State within the limits of 
the cover guaranteed by the statutory 
sickness insurance scheme of the Member 
State of affiliation will not undermine the 
health systems of the Member States or 
financial sustainability of their social 
security systems. However, the Court of 
Justice has recognised that it cannot be 
excluded that the possible risk of seriously 
undermining a social security system's 
financial balance or the objective of 
maintaining a balanced medical and 
hospital service open to all may constitute 
overriding reasons in the general interest 
capable of justifying a barrier to the 
principle of freedom to provide services. 
The Court of Justice has also recognised 
that the number of hospitals, their 
geographical distribution, the way in which 
they are organised and the facilities with 
which they are provided, and even the 
nature of the medical services which they 
are able to offer, are all matters for which 
planning must be possible. This Directive 
should provide for a system of prior 
authorisation for assumption of costs for 
hospital care received in another Member 
State, where the following conditions are 
met : had the treatment been provided on 
its territory, it would have been assumed 
by its social security system and the 
consequent outflow of patients due to the 
implementation of the directive seriously 
undermines or is likely to seriously 
undermine the financial balance of the 
social security system and/or this outflow 
of patients seriously undermines, or is 
likely to seriously undermine 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. As the assessment 
of the precise impact of an expected 

security system's financial balance or the 
objective of maintaining a balanced 
medical and hospital service open to all 
may constitute overriding reasons in the 
general interest capable of justifying a 
barrier to the principle of freedom to 
provide services. The Court of Justice has 
also recognised that the number of 
hospitals, their geographical distribution, 
the way in which they are organised and 
the facilities with which they are provided, 
and even the nature of the medical services 
which they are able to offer, are all matters 
for which planning must be possible. This 
Directive should therefore provide for a 
system of prior authorisation for 
assumption of costs for hospital and 
specialised care received in another 
Member State. This should also cover 
cases of already existing systems of prior 
authorisation which are in conformity with 
conditions laid down in Article 8.
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outflow of patients requires complex 
assumptions and calculations, the 
Directive allows for a system of prior 
authorisation if there is sufficient reason 
to expect that the social security system 
will be seriously undermined. This should 
also cover cases of already existing 
systems of prior authorisation which are in 
conformity with conditions laid down in 
Article 8.

Or. fr

Justification

It is not possible to judge in advance what impact the application of this directive might have 
on the health systems of the Member States. It is necessary to avoid going beyond what the 
Court has ruled and to reaffirm the necessity of retaining prior authorisation for the provision 
of health care in a Member State other than that where a patient is affiliated.

Amendment 152
Dorette Corbey

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) The evidence available indicates that 
the application of free movement principles 
regarding use of healthcare in another 
Member State within the limits of the cover 
guaranteed by the statutory sickness 
insurance scheme of the Member State of 
affiliation will not undermine the health 
systems of the Member States or financial 
sustainability of their social security 
systems. However, the Court of Justice has 
recognised that it cannot be excluded that 
the possible risk of seriously undermining 
a social security system’s financial balance 
or the objective of maintaining a balanced 
medical and hospital service open to all 
may constitute overriding reasons in the 
general interest capable of justifying a 

(31) The evidence available indicates that 
the application of free movement principles 
regarding use of healthcare in another 
Member State within the limits of the cover 
guaranteed by the statutory sickness 
insurance scheme of the Member State of 
affiliation will not undermine the health 
systems of the Member States or financial 
sustainability of their social security 
systems. However, the Court of Justice has 
recognised that it cannot be excluded that 
the possible risk of seriously undermining 
a social security system’s financial balance 
or the objective of maintaining a balanced 
medical and hospital service open to all 
may constitute overriding reasons in the 
general interest capable of justifying a 
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barrier to the principle of freedom to 
provide services. The Court of Justice has 
also recognised that the number of 
hospitals, their geographical distribution, 
the way in which they are organised and 
the facilities with which they are provided, 
and even the nature of the medical services 
which they are able to offer, are all matters 
for which planning must be possible. This 
Directive should provide for a system of 
prior authorisation for assumption of costs 
for hospital care received in another 
Member State, where the following 
conditions are met: had the treatment been 
provided on its territory, it would have 
been assumed by its social security system 
and the consequent outflow of patients 
due to the implementation of the directive 
seriously undermines or is likely to 
seriously undermine the financial balance 
of the social security system and/or this 
outflow of patients seriously undermines, 
or is likely to seriously undermine 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. As the assessment 
of the precise impact of an expected 
outflow of patients requires complex 
assumptions and calculations, the 
Directive allows for a system of prior 
authorisation if there is sufficient reason 
to expect that the social security system 
will be seriously undermined. This should 
also cover cases of already existing 
systems of prior authorisation which are in 
conformity with conditions laid down in 
Article 8.

barrier to the principle of freedom to 
provide services. The Court of Justice has 
also recognised that the number of 
hospitals, their geographical distribution, 
the way in which they are organised and 
the facilities with which they are provided, 
and even the nature of the medical services 
which they are able to offer, are all matters 
for which planning must be possible. This 
Directive should provide for a system of 
prior authorisation for assumption of costs 
for hospital and specialised care received 
in another Member State, unless the 
following conditions are met: treatment 
cannot be carried out in the Member State 
of affiliation because of overly long 
waiting lists, patients are resident in 
border areas, the complaint to be treated 
is rare and requires very specialised 
therapies or the care is based on contracts 
between sickness insurance funds and 
healthcare institutions abroad. This 
should also cover cases of already existing 
systems of prior authorisation which are in 
conformity with conditions laid down in 
Article 8.

Or. nl
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Justification

Because of adaptation of Article 8(3).

Amendment 153
María Sornosa Martínez, Inés Ayala Sender

Proposal for a directive
Recital 31 a (new)

Text proposed by the Commission Amendment

(31a) In the light of the case law of the 
Court of Justice, Member States may 
impose a prior authorisation requirement 
where the national system is called upon 
to assume the costs of hospital care 
administered in another Member State. 
Such a requirement should be considered 
a reasonable as well as a necessary step. 
That being the case, the number of 
hospitals, their geographical spread, the 
way in which they are organised, and the 
facilities that they have, and even the 
nature of the medical services which they 
are able to offer, are all matters that 
should be possible to deal with by means 
of planning, couched in general terms in 
order to satisfy varied needs. Such 
planning should, firstly, be intended to 
ensure that the necessary access is 
provided at all times to a balanced range 
of efficacious hospital treatment in the 
Member State concerned. Secondly, it 
should help to satisfy the desire for 
rational use of resources, thus making for 
social efficiency in terms of financial, 
technical, and human resources.

Or. es

Justification

Prior authorisation might be perceived as a restriction on the right to exercise cross-border 
mobility, although in reality it constitutes a safeguard for citizens, including those who stay 
put.
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The proposal could affect the conditions under which healthcare is delivered to the majority 
who decide not to go to another Member State in order to be treated, given that it might 
interfere with healthcare organisation and planning in a travelling patient’s host Member 
State.

Amendment 154
Cristina Gutiérrez-Cortines

Proposal for a directive
Recital 31 a (new)

Text proposed by the Commission Amendment

(31a) Bearing in mind that the diversity of 
European healthcare systems and 
financing models gives reason to suppose 
that many Member States will have 
problems in transposing this Directive 
into their national law, flexibility should 
be provided for in the implementation 
arrangements.

Or. es

Justification

It is necessary to allow scope for adaptation and flexibility when the directive is to be 
implemented.

Amendment 155
Dorette Corbey

Proposal for a directive
Recital 32

Text proposed by the Commission Amendment

(32) In any event, if a Member State 
decided to establish a system of prior 
authorisation for assumption of costs of 
hospital or specialised care provided in 
another Member State in accordance with 
the provision of this Directive, the costs of 
such care provided in another Member 

(32) By prior authorisation, in accordance 
with the provision of this Directive for the
assumption of costs of hospital or 
specialised care provided in another 
Member State, the costs of such care 
provided in another Member State should 
also be reimbursed by the Member State of 
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State should also be reimbursed by the 
Member State of affiliation 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. However, when the 
conditions set out in Article 22(2) of 
Regulation (EEC) No 1408/71 are fulfilled 
the authorisation should be granted and the 
benefits provided in accordance with that 
Regulation. This applies in particular in 
instances where the authorisation is granted 
after an administrative or judicial review of 
the request and that the person concerned 
has received the treatment in another 
Member State. In that case Articles 6, 7, 8 
and 9 of this Directive shall not apply. This 
is in line with the case law of the Court of 
Justice which has specified that patients 
who received a refusal of authorisation 
subsequently held to be unfounded, are 
entitled to have the cost of the treatment 
obtained in another Member State 
reimbursed in full according to the 
provisions of the legislation in the Member 
State of treatment.

affiliation 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. However, when the conditions set 
out in Article 22(2) of Regulation (EEC) 
No 1408/71 are fulfilled the authorisation 
should be granted and the benefits 
provided in accordance with that 
Regulation. This applies in particular in 
instances where the authorisation is granted 
after an administrative or judicial review of 
the request and that the person concerned 
has received the treatment in another 
Member State. In that case Articles 6, 7, 8 
and 9 of this Directive shall not apply. This 
is in line with the case law of the Court of 
Justice which has specified that patients 
who received a refusal of authorisation 
subsequently held to be unfounded, are 
entitled to have the cost of the treatment 
obtained in another Member State 
reimbursed in full according to the 
provisions of the legislation in the Member 
State of treatment.

Or. nl

Justification

Because of adaptation of Article 8(3).

Amendment 156
John Bowis

Proposal for a directive
Recital 32

Text proposed by the Commission Amendment

(32) The Member States should decide on 
the form of those national contact points as 
well as the number of them. The national 

(32) The Member States should decide on 
the form of those national contact points as 
well as the number of them. The national 
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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.

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 
Member States should ensure the 
participation of bodies representing 
health professionals in these activities.
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. The national contact points 
should be able to provide patients with 
relevant information on cross-border 
healthcare and to assist them. This does 
not include legal advice.

Or. en

Amendment 157
Maria Berger

Proposal for a directive
Recital 32

Text proposed by the Commission Amendment

(32) In any event, if a Member State 
decided to establish a system of prior 
authorisation for assumption of costs of 
hospital or specialised care provided in 
another Member States in accordance with 
the provision of this Directive, the costs of 
such care provided in another Member 
State should also be reimbursed by the 
Member State of affiliation up to the level 
of costs that would have been assumed 
had the same or similar healthcare been 
provided in the Member State of 

(32) In any event, if a Member State 
decided to establish a system of prior 
authorisation for assumption of costs of 
hospital or specialised care provided in 
another Member States in accordance with 
the provision of this Directive, the costs of 
such care provided in another Member 
State should also be reimbursed by the 
Member State of affiliation. However, 
when the conditions set out in Article 22(2) 
of Regulation (EEC) No 1408/71 are 
fulfilled the authorisation should be 
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affiliation, without exceeding the actual 
costs of healthcare received. However, 
when the conditions set out in Article 22(2) 
of Regulation (EEC) No 1408/71 are 
fulfilled the authorisation should be 
granted and the benefits provided in 
accordance with that Regulation. This 
applies in particular in instances where the 
authorisation is granted after an 
administrative or judicial review of the 
request and that the person concerned has 
received the treatment in another Member 
State. In that case Articles 6, 7, 8 and 9 of 
this Directive shall not apply. This is in 
line with the case law of the Court of 
Justice which has specified that patients 
who received a refusal of authorisation 
subsequently held to be unfounded, are 
entitled to have the cost of the treatment 
obtained in another Member State 
reimbursed in full according to the 
provisions of the legislation in the Member 
State of treatment.

granted and the benefits provided in 
accordance with that Regulation. This 
applies in particular in instances where the 
authorisation is granted after an 
administrative or judicial review of the 
request and that the person concerned has 
received the treatment in another Member 
State. In that case Articles 6, 7, 8 and 9 of 
this Directive shall not apply. This is in 
line with the case law of the Court of 
Justice which has specified that patients 
who received a refusal of authorisation 
subsequently held to be unfounded, are 
entitled to have the cost of the treatment 
obtained in another Member State 
reimbursed in full according to the 
provisions of the legislation in the Member 
State of treatment.

Or. de

Justification

In order to avoid endangering the basic financial principles of the health systems of the 
Member States of treatment, the actual costs incurred in the Member State of treatment 
should be estimated.

Amendment 158
Linda McAvan

Proposal for a directive
Recital 32

Text proposed by the Commission Amendment

(32) In any event, if a Member State 
decided to establish a system of prior 
authorisation for assumption of costs of 
hospital or specialised care provided in 
another Member States in accordance with 

(32) In any event, if a Member State 
decided to establish a system of prior 
authorisation for assumption of costs of 
hospital or specialised care provided in 
another Member States in accordance with 
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the provision of this Directive, the costs of 
such care provided in another Member 
State should also be reimbursed by the 
Member State of affiliation 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. However, when the 
conditions set out in Article 22(2) of 
Regulation (EC) No 1408/71 are fulfilled 
the authorisation should be granted and the 
benefits provided in accordance with that 
Regulation. This applies in particular in 
instances where the authorisation is granted 
after an administrative or judicial review of 
the request and that the person concerned 
has received the treatment in another 
Member State. In that case Articles 6, 7, 8 
and 9 of this Directive shall not apply. This
is in line with the case law of the Court of 
Justice which has specified that patients 
who received a refusal of authorisation 
subsequently held to be unfounded, are 
entitled to have the cost of the treatment 
obtained in another Member State 
reimbursed in full according to the 
provisions of the legislation in the Member 
State of treatment.

the provision of this Directive, the costs of 
such care provided in another Member 
State should also be reimbursed by the 
Member State of affiliation up to the level 
of costs that would have been assumed had 
that healthcare been provided in the 
Member State of affiliation, without 
exceeding the actual costs of healthcare 
received. However, when the conditions set 
out in Article 22(2) of Regulation (EC) No 
1408/71 are fulfilled the authorisation 
should be granted and the benefits 
provided in accordance with that 
Regulation. This applies in particular in 
instances where the authorisation is granted 
after an administrative or judicial review of 
the request and that the person concerned 
has received the treatment in another 
Member State. In that case Articles 6, 7, 8 
and 9 of this Directive shall not apply. This 
is in line with the case law of the Court of 
Justice which has specified that patients 
who received a refusal of authorisation 
subsequently held to be unfounded, are 
entitled to have the cost of the treatment 
obtained in another Member State 
reimbursed in full according to the 
provisions of the legislation in the Member 
State of treatment.

Or. en

Justification

The phrase "same or similar" healthcare is legally unclear and should be deleted

Amendment 159
Anne Ferreira, Bernadette Vergnaud

Proposal for a directive
Recital 33

Text proposed by the Commission Amendment

(33) Procedures regarding cross-border (33) Procedures regarding cross-border 
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healthcare established by the Member 
States should give patients guarantees of 
objectivity, non-discrimination and 
transparency, in such a way as to ensure 
that decisions by national authorities are 
made in a timely manner and with due care 
and regard for both those overall principles 
and the individual circumstances of each 
case. This applies also to the actual 
reimbursement of costs of healthcare 
incurred in another Member State after the
patient's return. It is appropriate that 
patients should normally have a decision 
regarding the cross-border healthcare 
within fifteen calendar days. However, that 
period should be shorter where warranted 
by the urgency of the treatment in 
question. In any event, recognition 
procedures and rules on the provision of 
services as provided for by Directive 
2005/36/EC of the European Parliament 
and of the Council of 7 September 2005 
on the recognition of professional 
qualifications should not be affected by 
these general rules.

healthcare established by the Member 
States should give patients guarantees of 
objectivity, non-discrimination and 
transparency, in such a way as to ensure 
that decisions by national authorities are 
made in a timely manner and with due care 
and regard for both those overall principles 
and the individual circumstances of each 
case, the period being reduced where the 
state of health of the patient and the 
urgency of the treatment so warrant. This 
applies also to the actual reimbursement of 
costs of healthcare incurred in another 
Member State after the patient's return. It is 
appropriate that patients should normally 
have a decision regarding the cross-border 
healthcare within fifteen calendar days.

Or. fr

Justification

This amendment is intended to render the text and the provisions of this recital more 
coherent. The reference to Directive 2005/36 is deleted, as it is incorporated in the 
amendments to Recitals 37 and 37 a.

Amendment 160
Colm Burke

Proposal for a directive
Recital 33

Text proposed by the Commission Amendment

(33) Procedures regarding cross-border 
healthcare established by the Member 
States should give patients guarantees of 

(33) Procedures regarding cross-border 
healthcare established by the Member 
States should give patients guarantees of 
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objectivity, non-discrimination and 
transparency, in such a way as to ensure 
that decisions by national authorities are 
made in a timely manner and with due care 
and regard for both those overall principles 
and the individual circumstances of each 
case. This applies also to the actual 
reimbursement of costs of healthcare 
incurred in another Member State after the 
patient's return. It is appropriate that
patients should normally have a decision 
regarding the cross-border healthcare 
within fifteen calendar days. However, that 
period should be shorter where warranted 
by the urgency of the treatment in question. 
In any event, recognition procedures and 
rules on the provision of services as 
provided for by Directive 2005/36/EC of 
the European Parliament and of the 
Council of 7 September 2005 on the 
recognition of professional qualifications 
should not be affected by these general 
rules.

objectivity, non-discrimination and 
transparency, in such a way as to ensure 
that decisions by national authorities are 
made in a timely manner and with due care 
and regard for both those overall principles 
and the individual circumstances of each 
case. This applies also to the actual 
reimbursement of costs of healthcare 
incurred in another Member State after the 
patient's return. Patients should normally 
have a decision regarding the cross-border 
healthcare within fifteen calendar days. 
However, that period should be shorter 
where warranted by the urgency of the 
treatment in question. In any event, 
recognition procedures and rules on the 
provision of services as provided for by 
Directive 2005/36/EC of the European 
Parliament and of the Council of 7 
September 2005 on the recognition of 
professional qualifications should not be 
affected by these general rules.

Or. en

Justification

There is a small yet considerable demographic group which live between more than one 
member state.  Therefore, these individuals should have the right to non-hospital care such as 
convalescence, residential care and so on, only provided that they are insured for the same 
menu of care in their member state of affiliation.

Amendment 161
Edite Estrela

Proposal for a directive
Recital 35

Text proposed by the Commission Amendment

(35) When healthcare is received by a 
patient in a Member state, which is not the 
country where he is insured, it is essential 
for the patient to know in advance which 

(35) When healthcare is received by a 
patient in a Member State which is not the 
country where he is insured, it is essential 
for the patient to know in advance which 
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rules shall be applicable. An equivalent 
level of clarity is needed in case where 
healthcare providers temporarily move to 
another Member State to provide their 
medical services there or when healthcare 
is provided cross-border. In those cases, 
the rules applicable to healthcare are those 
provided by the legislation of the Member 
State of treatment in accordance with the 
general principles set out in Art. 5, given 
that in accordance with Art. 152(5) of the 
Treaty the organisation and delivery of 
health services and medical care is of 
responsibility of Member States. This will 
help the patient in making an informed 
choice, and will avoid misapprehension 
and misunderstanding. It will also establish 
a high level of trust between the patient 
and the healthcare provider. 

rules shall be applicable. An equivalent 
level of clarity is needed when healthcare 
is provided cross-border. In those cases, 
the rules applicable to healthcare are those 
provided by the legislation of the Member 
State of treatment in accordance with the 
general principles set out in Art. 5, given 
that in accordance with Art. 152(5) of the 
Treaty the organisation and delivery of 
health services and medical care is of 
responsibility of Member States. This will 
help the patient in making an informed 
choice, and will avoid misapprehension 
and misunderstanding. It will also establish 
a high level of trust between the patient 
and the healthcare provider.

Or. pt

Amendment 162
Umberto Guidoni

Proposal for a directive
Recital 36 a (new)

Text proposed by the Commission Amendment

(36a) Each Member State is  responsible
for identifying the national networks 
where patients from any Member State 
could have free access, with the assurance 
of a minimum level of quality and safety, 
requiring a mechanism of certification of 
treatment processes. The certification 
could take place through designated 
international institutes that will assess 
elements of quality and safety and criteria 
of sustainability of the public and private 
health systems. A European board made 
by representatives of Member States and 
the most relevant alliances of patients' 
associations, in charge of supervising  
and monitoring the  implementation 
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ensured by Member States, could be put 
in place. 

Or. en

Justification

A mechanism of independent certification of the processes and the networks accredited could 
be created with the participation of representatives from MS and the most relevant patients' 
associations. The certification and the accreditation of the treatment processes will assess the 
sustainability of public and private medical systems. In particular, in case the free circulation 
turns into a run-up to the indiscriminate purchase of treatment and/or diagnosis solutions, the 
consequent cost could determine serious consequences such as the risk of collapse of public 
health systems and the progressive discrimination of patients affected by pathologies 
requiring expensive treatments as it happened, for example, with people affected by AIDS.

Amendment 163
Giovanni Berlinguer, Roberto Musacchio, Umberto Guidoni

Proposal for a directive
Recital 37

Text proposed by the Commission Amendment

(37) Realising the potential of the internal 
market for cross-border healthcare
requires cooperation between providers, 
purchasers and regulators of different 
Member States at national, regional or 
local level in order to ensure safe, high 
quality and efficient care across borders. 
This is particularly the case for cooperation 
in border regions, where cross-border 
provision of services may be the most
efficient way of organising health services
for the local populations, but where 
achieving such cross-border provision on a 
sustained basis requires cooperation 
between the health systems of different 
Member States. Such cooperation may 
concern joint planning, mutual recognition 
or adaptation of procedures or standards, 
interoperability of respective national 
information and communication 
technology systems, practical mechanisms 

(37) It requires cooperation between 
providers, purchasers and regulators of 
different Member States at national, 
regional or local level in order to ensure 
safe, high quality and efficient care across 
borders. This is particularly the case for 
cooperation in border regions, where cross-
border provision of healthcare may be an
efficient way of organising healthcare for 
the local populations, but where achieving 
such cross-border provision on a sustained 
basis requires cooperation between the 
health systems of different Member States. 
Such cooperation may concern joint 
planning, mutual recognition or adaptation 
of procedures or standards, interoperability 
of respective national information and 
communication technology systems, 
practical mechanisms to ensure continuity 
of care.
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to ensure continuity of care or practical 
facilitating of cross-border provision of 
healthcare by health professionals on a 
temporary or occasional basis. Directive 
2005/36/EC on the recognition of 
professional qualifications stipulates that 
free provision of services of a temporary 
or occasional nature, including services 
provided by health professionals, in 
another Member State should not, subject 
to specific provisions of Community law, 
be restricted for any reason relating to 
professional qualifications. This Directive 
should be without prejudice to those 
provisions of Directive 2005/36/EC.

Or. en

Justification

The proposed Directive is supposed to cover only cross-border cooperation and cases of 
patient mobility, i.e. the use of healthcare abroad by individual patients who choose to do so.

Amendment 164
Anne Ferreira, Bernadette Vergnaud

Proposal for a directive
Recital 37

Text proposed by the Commission Amendment

(37) Realising the potential of the internal 
market for cross-border healthcare 
requires cooperation between providers, 
purchasers and regulators of different 
Member States at national, regional or 
local level in order to ensure safe, high 
quality and efficient care across borders. 
This is particularly the case for cooperation 
in border regions, where cross-border 
provision of services may be the most 
efficient way of organising health services 
for the local populations, but where 
achieving such cross-border provision on a 
sustained basis requires cooperation 

(37) Cooperation is required between 
providers, purchasers and regulators of 
different Member States at national, 
regional or local level in order to ensure 
safe, high quality and efficient care across 
borders. This is particularly the case for 
cooperation in border regions, where cross-
border provision of services may be the 
most efficient way of organising health 
services for the local populations, but 
where achieving such cross-border 
provision on a sustained basis requires 
cooperation between the health systems of 
different Member States. Such cooperation 
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between the health systems of different 
Member States. Such cooperation may 
concern joint planning, mutual recognition 
or adaptation of procedures or standards, 
interoperability of respective national 
information and communication 
technology systems, practical mechanisms 
to ensure continuity of care or practical 
facilitating of cross-border provision of 
healthcare by health professionals on a 
temporary or occasional basis. Directive 
2005/36/EC on the recognition of 
professional qualifications stipulates that 
free provision of services of a temporary 
or occasional nature, including services 
provided by health professionals, in 
another Member State should not, subject 
to specific provisions of Community law, 
be restricted for any reason relating to 
professional qualifications. This Directive 
should be without prejudice to those 
provisions of Directive 2005/36/EC.

may concern joint planning, mutual 
recognition or adaptation of procedures or 
standards, interoperability of respective 
national information and communication 
technology systems, practical mechanisms 
to ensure continuity of care or practical
facilitating of cross-border provision of 
healthcare by health professionals on a
temporary or occasional basis.

Or. fr

Justification

As this Directive concerns all forms of care, it is illusory to mention an internal market for 
cross-border healthcare.

The part is moved to a new Recital 37 a, where it is to be formulated more precisely.

Amendment 165
Kartika Tamara Liotard

Proposal for a directive
Recital 37

Text proposed by the Commission Amendment

(37) Realising the potential of the internal 
market for cross-border healthcare requires 
cooperation between providers, purchasers 
and regulators of different Member States 
at national, regional or local level in order 
to ensure safe, high quality and efficient 

(37) Cross-border healthcare requires 
cooperation between providers, purchasers 
and regulators of different Member States 
at national, regional or local level in order 
to ensure safe, high quality and efficient 
care across borders. This is particularly the 
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care across borders. This is particularly the 
case for cooperation in border regions, 
where cross-border provision of services 
may be the most efficient way of 
organising health services for the local 
populations, but where achieving such 
cross-border provision on a sustained basis 
requires cooperation between the health 
systems of different Member States. Such 
cooperation may concern joint planning, 
mutual recognition or adaptation of 
procedures or standards, interoperability of 
respective national information and 
communication technology systems, 
practical mechanisms to ensure continuity 
of care or practical facilitating of cross-
border provision of healthcare by health 
professionals on a temporary or occasional 
basis. Directive 2005/36/EC on the 
recognition of professional qualifications 
stipulates that free provision of services of 
a temporary or occasional nature, including 
services provided by health professionals, 
in another Member State should not, 
subject to specific provisions of 
Community law, be restricted for any 
reason relating to professional 
qualifications. This Directive should be 
without prejudice to those provisions of 
Directive 2005/36/EC.

case for cooperation in border regions, 
where cross-border provision of services 
may be the most efficient way of 
organising health services for the local 
populations, but where achieving such 
cross-border provision on a sustained basis 
requires cooperation between the health 
systems of different Member States. Such 
cooperation may concern joint planning, 
mutual recognition or adaptation of 
procedures or standards, interoperability of 
respective national information and 
communication technology systems, 
practical mechanisms to ensure continuity 
of care or practical facilitating of cross-
border provision of healthcare by health 
professionals on a temporary or occasional 
basis. Directive 2005/36/EC on the 
recognition of professional qualifications 
stipulates that free provision of services of 
a temporary or occasional nature, including 
services provided by health professionals, 
in another Member State should not, 
subject to specific provisions of 
Community law, be restricted for any 
reason relating to professional 
qualifications. This Directive should be 
without prejudice to those provisions of 
Directive 2005/36/EC.

Or. en

Justification

The provision of cross-border health care - and especially of such healthcare in border 
regions - is not an affair of internal market. Cooperation on health care in border regions is 
currently regulated by bi- or multilateral agreements between Member States and/or 
cooperation in the framework of Euregios. This has proved to be very efficient and effective 
and should remain so. This cooperation has nothing to do with internal market principles.
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Amendment 166
Stefano Zappalà

Proposal for a directive
Recital 37

Text proposed by the Commission Amendment

(37) Realising the potential of the internal 
market for cross-border healthcare requires 
cooperation between providers, purchasers 
and regulators of different Member States 
at national, regional or local level in order 
to ensure safe, high quality and efficient 
care across borders. This is particularly the 
case for cooperation in border regions, 
where cross-border provision of services 
may be the most efficient way of 
organising health services for the local 
populations, but where achieving such 
cross-border provision on a sustained basis 
requires cooperation between the health 
systems of different Member States. Such 
cooperation may concern joint planning, 
mutual recognition or adaptation of 
procedures or standards, interoperability of 
respective national information and 
communication technology systems, 
practical mechanisms to ensure continuity 
of care or practical facilitating of cross-
border provision of healthcare by health 
professionals on a temporary or occasional 
basis. Directive 2005/36/EC on the 
recognition of professional qualifications 
stipulates that free provision of services of 
a temporary or occasional nature, including 
services provided by health professionals, 
in another Member State should not, 
subject to specific provisions of 
Community law, be restricted for any 
reason relating to professional 
qualifications. This Directive should be 
without prejudice to those provisions of 
Directive 2005/36/EC.

(37) Realising the potential of the internal 
market for cross-border healthcare requires 
cooperation between providers, purchasers 
and regulators of different Member States 
at national, regional or local level in order 
to ensure safe, high quality and efficient 
care across borders. This is particularly the 
case for cooperation in border regions, 
where cross-border provision of services 
may be the most efficient way of 
organising health services for the local 
populations, but where achieving such 
cross-border provision on a sustained basis 
requires cooperation between the health 
systems of different Member States. Such 
cooperation may concern joint planning, 
mutual recognition or adaptation of 
procedures or standards, interoperability of 
respective national information and 
communication technology systems, 
practical mechanisms to ensure continuity 
of care or practical facilitating of cross-
border provision of healthcare by health 
professionals on a temporary or occasional 
basis. Particular attention should be given 
to tools, such as the European health
professional card, facilitating the cross-
border provision of healthcare by health 
professionals, especially where the
functionalities of those tools help to 
guarantee the provision of health services 
to patients moving from one country to 
another. Directive 2005/36/EC on the 
recognition of professional qualifications 
stipulates that free provision of services of 
a temporary or occasional nature, including 
services provided by health professionals, 
in another Member State should not, 
subject to specific provisions of 
Community law, be restricted for any 
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reason relating to professional 
qualifications. This Directive should be 
without prejudice to those provisions of 
Directive 2005/36/EC.

Or. en

Justification

Some Member States are developing professional cards at national level aiming to different 
purposes. Those cards provide information on the health professional but they are often 
designed to facilitate the provision of health services. E-prescription or accesses to medical 
records are some of the utilities that could be linked to the functioning of the health 
professional card. A mention in the Directive of such tools could encourage Member States 
policy in this regard.

Amendment 167
Anne Ferreira, Bernadette Vergnaud

Proposal for a directive
Recital 37 a (new)

Text proposed by the Commission Amendment

(37a) Directive 2005/36/EC stipulates that 
free provision of services of a temporary 
or occasional nature, including services 
provided by health professionals, in 
another Member State should not, subject 
to specific provisions of Community law, 
be restricted for any reason relating to 
professional qualifications. This Directive 
should be without prejudice to the 
provisions of Directive 2005/36/EC.
However, Directive 2005/36/EC takes 
account only very imperfectly of the 
specific details of health care 
qualifications, to the detriment of 
patients' safety. Appropriate procedures 
for the recognition of qualifications 
should therefore be established either as 
part of the revision of Directive 
2005/36/EC or in a specific legislative 
instrument.
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Or. fr

Justification

While this Directive should not call into question the principles in Directive 2005/36/EC, it is 
worth stressing that the provisions of the latter are inadequate in view of the specificity of the 
qualifications and training of health care professionals and may give rise to a risk to patients.

Amendment 168
Urszula Krupa

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
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 

(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, such 
prescriptions should be medically 
recognised and used in the patient's own 
Member State provided that they are in 
keeping with that Member State's 
pharmacovigilance rules and 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 above procedure
will be facilitated by the adoption of 
measures necessary for safeguarding the 
safety of a patient, and avoiding the misuse 
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medicinal products. or confusion of medicinal products.

Or. pl

Amendment 169
Peter Liese

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 
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.

(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 
be recognised 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.
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Or. de

Justification

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

Amendment 170
Giovanni Berlinguer, Roberto Musacchio, Umberto Guidoni

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 
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.

(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 
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. Where a prescription 
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is issued in the Member State of treatment 
for drugs which are not normally 
available on prescription in the Member 
State of affiliation it should be for the 
latter to decide whether to authorise 
exceptionally or to provide an equivalent 
drug on the basis of scientific evidence.

Or. en

Justification

Patients should have the guarantee that they will receive the appropriate therapy, based on 
medical evidence.

Amendment 171
Stefano Zappalà

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 
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 

(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 
be medically recognised and used in 
pharmacies 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 
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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.

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.

Or. en

Justification

Self-explanatory

Amendment 172
Nicolae Vlad Popa

Proposal for a directive
Recital 39 a (new)

Text proposed by the Commission Amendment

(39a) The decision to exceptionally 
authorise drugs which are not normally 
available in the Member State of 
affiliation should be made by a medical 
committee which will determine whether 
the patient's life is put at risk or the 
quality of his life is diminished, or if an 
alternative drug deemed to be similar 
could be provided.

Or. en
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Amendment 173
Jules Maaten

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 benchmarking system on the quality 
of healthcare.

Or. en

Amendment 174
Anja Weisgerber, Thomas Ulmer

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) Member States shall facilitate the
development of the European reference 
networks of healthcare providers in the 
form of voluntary groupings with the aim 
of exchanging scientific experience in 
order to improve healthcare possibilities 
for patients with rarer illnesses, based on 
the open coordination method.

Or. de

Justification

This amendment corresponds to the amendment by the same author to Article 15.
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Amendment 175
Colm Burke, Avril Doyle

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.

Or. en

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.
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Amendment 176
Peter Liese

Proposal for a directive
Recital 41 a (new)

Text proposed by the Commission Amendment

(41a) The interoperability of e-health 
solutions should be achieved whilst 
respecting national regulations on the 
provisions of health services adopted in 
order to protect the patient, including 
legislation on internet pharmacies, in 
particular national bans on mail order of 
prescription-only medicinal products in 
accordance with the case-law of the 
European Court of Justice and Directive 
97/7/EC on the protection of consumers 
in respect of distance contracts.

Or. de

Justification

In line with the case-law of the European Court of Justice (judgment of 11 December 2003, 
C-322/01, Deutscher Apothekerverband) and Article 14 of the Distance Selling Directive 
(97/7/EC), it should be made clear that this directive does not affect the permissibility of bans 
on mail order of prescription-only medicinal products on the grounds of dangers to public 
health.

Amendment 177
Stefano Zappalà

Proposal for a directive
Recital 41 a (new)

Text proposed by the Commission Amendment

(41a) The interoperability of e-health 
solutions should be achieved whilst 
respecting national regulations on the 
provisions of health services adopted in 
order to protect the patient, including 
legislation on Internet pharmacies, in 
particular national bans on mail order of 
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prescription-only medicines in accordance 
with the jurisprudence of the European 
Court of Justice and Directive 97/7/EC on 
the protection of consumers in respect of 
distance contracts.

Or. en

Justification

The proposed Directive promotes the use of e-health in a cross border context. This is
of course an important factor that may facilitate cross border care. In order to ensure
absolute clarity, this proposal should not give rise to doubts about the legality of rules
on internet pharmacy at Member State level. The European Court of Justice has
already ruled on national legislation restricting internet pharmacy. In the Doc Morris
case ( C-322/01) the ECJ stated that regulation restricting the internet selling of
prescription medicines was consistent with the Treaty. We believe the proposal should
reflect those ideas and provide an accurate perspective of the case law.

Amendment 178
Anne Ferreira

Proposal for a directive
Recital 41 a (new)

Text proposed by the Commission Amendment

(41a) The interoperability of on-line 
health solutions should be achieved in 
compliance with national rules on health 
services adopted to protect patients, 
including legislation on Internet
pharmacies.

Or. fr

Justification

La proposition de directive favorise l’usage de services de santé en ligne dans un contexte 
transfrontalier. La santé en ligne peut faciliter les soins transfrontaliers. Cette proposition de 
directive ne devrait pas créer des doutes sur la légalité des dispositions nationales sur la 
vente de médicaments par Internet. La Cour de Justice européenne a déjà statué sur les 
restrictions nationales en matière de vente de médicaments par Internet. Dans l’affaire 
DocMorris (C-322/01) la CJCE a déclaré que les dispositions nationales limitant la vente des 
médicaments soumis à prescription par Internet sont conformes aux dispositions du Traité. La 
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proposition de directive doit refléter cette jurisprudence.

Amendment 179
Françoise Grossetête

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 
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.

(43) The constant progress of medical 
science and health technologies presents 
both opportunities and challenges to the 
health systems of the Member States. 
However, the assessment of health 
technologies and the possible restriction 
of access to new technologies by certain 
decisions by administrative bodies raise a 
number of fundamental social issues 
which require contributions from a wide 
range of stakeholders and the 
establishment of a viable governance 
model. Accordingly any cooperation 
should involve not only the competent 
authorities of all the Member States but 
also all the stakeholders concerned, 
including health professionals and 
representatives of patients and industry. 
Moreover, this cooperation should be 
based on viable principles of good 
governance such as transparency, 
openness, objectivity and the impartiality 
of procedures. The Commission should 
ensure that only health technology 
assessment bodies which abide by these 
principles can join this network.  

Or. fr

Justification

Exchanges of information between health technology assessment bodies presuppose and 
require the application of good practice principles (for example good governance, 
transparency and participation by stakeholders) in the assessments performed by Member 
States. Health technology assessments must therefore meet criteria regarding openness and 
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objectivity and be based on dialogue and the involvement of stakeholders, including patients 
and representatives of industry.

Amendment 180
Richard Seeber

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 
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.

(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 
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.

Or. en
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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 181
Anja Weisgerber

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: a list of treatments, 
other than those requiring overnight 
accommodation, to be subject to the same 
regime as hospital care; accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference 
networks. Since those measures are of 
general scope and are designed to amend 
non-essential elements of this Directive, 
or to supplement this Directive by the 
addition of new non-essential elements, 
they should be adopted in accordance 
with the regulatory procedure with 
scrutiny provided for in Article 5a of 
Decision 1999/468/EC.

deleted

Or. de

Justification

This amendment corresponds to the amendment by the same author to Article 8 and Article 
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Amendment 182
Linda McAvan

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: a list of treatments, 
other than those requiring overnight 
accommodation, to be subject to the same 
regime as hospital care; accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference 
networks. Since those measures are of 
general scope and are designed to amend 
non-essential elements of this Directive, 
or to supplement this Directive by the 
addition of new non-essential elements, 
they should be adopted in accordance 
with the regulatory procedure with 
scrutiny provided for in Article 5a of 
Decision 1999/468/EC.

deleted

Or. en

Justification

This amendment relates to various other amendments by the same author to the Articles of the 
Directive. In particular, Member States should list the treatments covered by the definition of 
hospital care. Differences in entitlements and clinical practices between Member States mean 
that, in practice, having a single EU list of treatments for which prior authorisation may be 
required would only cause confusion for patients. For the other measures listed, it is more
appropriate to have non-binding guidelines.
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Amendment 183
Claude Turmes, Margrete Auken

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: a list of treatments, 
other than those requiring overnight 
accommodation, to be subject to the same 
regime as hospital care; accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference 
networks. Since those measures are of 
general scope and are designed to amend 
non-essential elements of this Directive, 
or to supplement this Directive by the 
addition of new non-essential elements, 
they should be adopted in accordance 
with the regulatory procedure with 
scrutiny provided for in Article 5a of 
Decision 1999/468/EC.

(45) In particular, it shall be for the 
Member States’ competent authorities to 
adopt the following measures: a list of 
treatments, other than those requiring 
overnight accommodation, to be subject to 
the same regime as hospital care; 
accompanying measures to exclude 
specific categories of medicinal products or 
substances from the recognition of 
prescriptions issued in another Member 
State provided for in this Directive.

Or. en

Amendment 184
Giovanni Berlinguer, Roberto Musacchio, Umberto Guidoni

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: a list of treatments, 
other than those requiring overnight 

(45) In particular, power should be 
conferred on the Commission to define for 
the purposes of this Directive the 
following measures: accompanying 
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accommodation, to be subject to the same 
regime as hospital care; accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference networks. 
Since those measures are of general scope 
and are designed to amend non-essential 
elements of this Directive, or to 
supplement this Directive by the addition 
of new non-essential elements, they should 
be adopted in accordance with the 
regulatory procedure with scrutiny 
provided for in Article 5a of Decision 
1999/468/EC.

measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference networks. 
Since those measures are of general scope 
and are designed to amend non-essential 
elements of this Directive, or to 
supplement this Directive by the addition 
of new non-essential elements, they should 
be adopted in accordance with the 
regulatory procedure with scrutiny 
provided for in Article 5a of Decision 
1999/468/EC.

Or. en

Justification

According to the subsidiarity principle, it should be the Member States themselves that decide 
on the definition of hospital care in relation to this Directive and not up to the Commission.

Amendment 185
Anne Ferreira

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: a list of treatments, 
other than those requiring overnight 
accommodation, to be subject to the same 
regime as hospital care; accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference networks. 
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conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference networks. 
Since those measures are of general scope 
and are designed to amend non-essential 
elements of this Directive, or to 
supplement this Directive by the addition 
of new non-essential elements, they should 
be adopted in accordance with the 
regulatory procedure with scrutiny 
provided for in Article 5a of Decision 
1999/468/EC.

Since those measures are of general scope 
and are designed to amend non-essential 
elements of this Directive, or to 
supplement this Directive by the addition 
of new non-essential elements, they should 
be adopted in accordance with the 
regulatory procedure with scrutiny 
provided for in Article 5a of Decision 
1999/468/EC.

Or. fr

Justification

Adjustment to take account of the modification of the provisions of Article 8.
Powers in the field of health are assigned to national level, as laid down in the Treaties: the 
Commission cannot, therefore, take the place of the Member States.

Amendment 186
Iles Braghetto

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: a list of treatments, 
other than those requiring overnight 
accommodation, to be subject to the same 
regime as hospital care; accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference networks. 
Since those measures are of general scope 
and are designed to amend non-essential 
elements of this Directive, or to 

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: a list of treatments, 
other than those requiring overnight 
accommodation, to be subject to the same 
regime as hospital care; a list of the 
services covered by telemedicine and 
remote laboratory, diagnostic, and 
prescription services; accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference networks. 
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supplement this Directive by the addition 
of new non-essential elements, they should 
be adopted in accordance with the 
regulatory procedure with scrutiny 
provided for in Article 5a of Decision 
1999/468/EC.

Since those measures are of general scope 
and are designed to amend non-essential 
elements of this Directive, or to 
supplement this Directive by the addition 
of new non-essential elements, they should 
be adopted in accordance with the 
regulatory procedure with scrutiny 
provided for in Article 5a of Decision 
1999/468/EC.

Or. it

Justification

It is important to specify what is meant by telemedicine and remote laboratory, diagnostic, 
and prescription services. In this way the directive will be made clearer and more 
comprehensive, and hence more effective.

Amendment 187
Åsa Westlund

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: a list of treatments, 
other than those requiring overnight 
accommodation, to be subject to the same 
regime as hospital care; accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference networks. 
Since those measures are of general scope 
and are designed to amend non-essential 
elements of this Directive, or to 
supplement this Directive by the addition 
of new non-essential elements, they should 
be adopted in accordance with the 

(45) In particular, power should be 
conferred on the Commission to adopt the 
following measures: proposal to the 
Member States of a list of treatments, other 
than those requiring overnight 
accommodation, to be subject to the same 
regime as hospital care; accompanying 
measures to exclude specific categories of 
medicinal products or substances from the 
recognition of prescriptions issued in 
another Member State provided for in this 
Directive; a list of specific criteria and 
conditions that European reference 
networks must fulfil; the procedure for 
establishing European reference networks. 
Since those measures are of general scope 
and are designed to amend non-essential 
elements of this Directive, or to 
supplement this Directive by the addition 
of new non-essential elements, they should 
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regulatory procedure with scrutiny 
provided for in Article 5a of Decision 
1999/468/EC.

be adopted in accordance with the 
regulatory procedure with scrutiny 
provided for in Article 5a of Decision 
1999/468/EC.

Or. sv

Justification

Decisions on health care should in the first instance be taken by the Member States.

Amendment 188
John Bowis

Proposal for a directive
Recital 46 a (new)

Text proposed by the Commission Amendment

(46a) The Member State of affiliation and 
the Member State of treatment should by 
prior bilateral cooperation and in 
consultation with the patient ensure that 
appropriate aftercare and support is made 
available in either Member State 
following the authorised medical 
treatment and that clear information is 
available to patients about aftercare 
options and costs. To do this, Member 
States should adopt measures to ensure 
that:
(a) the necessary medical and social care 
data is transferred with due regard to 
patient confidentiality;
(b) medical and social care professionals 
in both countries are able to consult each 
other to ensure the highest quality 
treatment and aftercare (including social 
support) for the patient.

Or. en
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