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Amendment 15
Manuel Medina Ortega

Proposal for a directive
–

Proposal for rejection

The Committee on Legal Affairs calls on 
the Committee on the Environment, 
Public Health and Food Safety, as the 
committee responsible, to propose 
rejection of the Commission proposal.

Or. es

Justification

No existe base jurídica para la adopción de una medida jurídica sobre la materia de 
referencia, que obligue a los Estados miembros.  

La propuesta de directiva propone la creación de un marco comunitario para la asistencia 
sanitaria transfronteriza, materia que no cabe incluir en el art. 2 del TCE. Contrariamente a 
lo que se establece en la propuesta de directiva, ni los artículos 95 y 152 del Tratado, ni 
ningún otro, dan cobertura a la adopción de la Directiva. 

La directiva no incide directamente en el establecimiento o funcionamiento del mercado 
común, lo que permitiría que pudieran dictarse las disposiciones a las que se refiere el Art. 
94 TCE. Del mismo modo, al no incidir en el establecimiento o funcionamiento del mercado 
interior tampoco resulta de aplicación el art. 95 del TCE ni del 152.

A la vista de todo lo anterior, hay que concluir indicando que se ha de estar a lo dispuesto en 
el artículo 5 del Tratado.

Amendment 16
Manuel Medina Ortega

Proposal for a directive
Title

Text proposed by the Commission Amendment

Proposal for a directive of the European 
Parliament and of the Council  on the 

Proposal for a directive of the European 
Parliament and of the Council  on the 
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application of patients' rights in cross-
border healthcare

application of patients' rights to access to 
safe, high-quality and effective  
healthcare, under equitable conditions

Or. es

Justification

El  marco específico para la asistencia sanitaria afecta sólo a una minoría de pacientes, 
mientras que la mejora de la calidad y seguridad de la asistencia, así como la cooperación 
entre EEMM son cuestiones que redundarán en beneficio de la generalidad de los ciudadanos 
y se considera que deberían constituir el núcleo principal de la propuesta.

Se propone que la asistencia sanitaria transfronteriza no sea presentada como un ideal en la 
propuesta de directiva, sino como una segunda opción a considerar si no es posible la 
asistencia sanitaria en el lugar de residencia del ciudadano. Debe quedar claro que el 
objetivo es que el ciudadano pueda acceder a una asistencia sanitaria segura y de la mayor 
calidad lo más cerca posible de su lugar de residencia.

Amendment 17
Manuel Medina Ortega

Proposal for a directive
Recital 10

Text proposed by the Commission Amendment

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

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

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

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

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

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

– Permanent presence of a healthcare 
provider (i.e.: establishment of a 
healthcare provider in another Member 
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State); and,
– Temporary presence of persons (i.e.: 
mobility of health professionals, for 
example moving temporarily to the 
Member State of the patient to provide 
services).

Or. es

Justification

The concept of cross-border healthcare would include both patient mobility in the narrower 
sense and the mobility of health services that may be provided remotely; it is not appropriate 
to refer here to the mobility of health professionals and healthcare providers.

Amendment 18
Manuel Medina Ortega

Proposal for a directive
Recital 12 a (new)

Text proposed by the Commission Amendment

(12a) In the light of the case-law of the 
Court of Justice of the European 
Communities (C-496/01), in the absence 
of harmonisation measures, Community 
law does not preclude a Member State 
from imposing, in the context of an 
authorisation scheme, its level of public 
health protection on healthcare providers 
established in another Member State 
which wish to offer services to patients 
insured in the first Member State.  
However, the conditions to be satisfied in 
order to obtain such authorisation may 
not duplicate the equivalent statutory 
conditions which have already been 
satisfied in the Member State of 
establishment.

Or. es
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Justification

To provide a guarantee for citizens that quality standards are at least equivalent to those in 
the Member State of affiliation.

Amendment 19
Manuel Medina Ortega

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. es

Justification

Resulta dudosa la necesidad de que esta directiva se dirija a regular la atención 
transfronteriza y la movilidad de pacientes, que ya está garantizada con la normativa 
comunitaria vigente sobre coordinación de sistemas de seguridad social (Reglamento 
883/2004) la cual, en caso de considerarse necesario, podría modificarse para incluir 
aspectos no contemplados en la misma.

La propuesta de directiva entra en colisión con la regulación vigente de coordinación de 
sistemas de seguridad social. Al solaparse Directiva y Reglamentos, se permite el 
establecimiento de dos sistemas paralelos para la atención sanitaria transfronteriza. Con 
ello, la propuesta crea inseguridad jurídica. 

Amendment 20
Manuel Medina Ortega

Proposal for a directive
Recital 25

Text proposed by the Commission Amendment

(25) This Directive does not aim either to (25) This Directive does not aim either to 
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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.

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 
modify the conditions for that entitlement, 
if they are included 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

Competency as regards the organisation of health services rests with the Member States in 
accordance with Article 152 of the EC Treaty.

Amendment 21
Manuel Medina Ortega

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 

(31) In the light of the case-law of the 
Court of Justice, the Member States may 
provide that the assumption by the  
national system of the costs for hospital 
care provided in another Member State is 
subject to prior authorisation.  This 
requirement is considered to be a measure 
that is both necessary and reasonable.  
Thus 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, generally 
designed to meet various needs. On the 
one hand, such planning is geared to 
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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 
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.

ensuring sufficient and permanent access 
to a balanced range of high-quality 
hospital treatment in the State concerned. 
On the other hand, it helps to meet the 
desire for rational use of resources by 
permitting the social efficiency of 
financial, technical and human resources.

Or. es
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Justification

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, incluso para los que no se desplazan.

La propuesta, tal y como está concebida, 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. 

De ahí la necesidad de la existencia de la posibilidad de que el Estado Miembro receptor 
pueda regular el flujo de pacientes procedentes de otros EEMM.

Amendment 22
Manuel Medina Ortega

Proposal for a directive
Article 1

Text proposed by the Commission Amendment

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

This Directive establishes a general 
framework for access by EU citizens to 
safe, high quality and efficient healthcare, 
under equitable conditions, and 
establishes mechanisms for cooperation 
among Member States in the field of 
health, respecting national competences 
as regards the organisation and provision 
of healthcare.

Or. es

Justification

Se propone que el objetivo de la propuesta no se centre en abordar la movilidad de los 
pacientes, sino que su núcleo fundamental sean los otros 2 ejes en los que la Comisión 
Europea dice estructurar la propuesta: principios comunes a todos los sistemas sanitarios de 
la UE y cooperación europea en el ámbito de la salud.

La actual propuesta, centrada en la movilidad de pacientes, podría considerarse beneficiosa 
por un determinado perfil de ciudadanos (con alto poder adquisitivo, informados, con 
conocimiento de idiomas), pero se trata de una minoría de ciudadanos.

No obstante, la propuesta descuida las necesidades de la mayoría de los ciudadanos (perfil: 
sin recursos suficientes para adelantar el coste de la atención sanitaria prestada en otro EM, 
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sin conocimientos suficientes de idiomas, sin suficiente información para poder desplazarse a 
otros EEMM) y genera inequidades.

Se propone que la propuesta no se centre en abordar la movilidad de pacientes (que sólo 
afecta a una minoría), sino en mejorar la calidad y seguridad de la asistencia, así como en la 
cooperación entre EEMM, aspectos que redundarán en beneficio de la generalidad de los 
ciudadanos.

Amendment 23
Manuel Medina Ortega

Proposal for a directive
Article 2

Text proposed by the Commission Amendment

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

This Directive shall apply to provision of 
healthcare, defined in Article 4, which is 
not guaranteed by Regulation (EC) 
883/2004 on the coordination of social 
security systems.

Or. es

Justification

Si la directiva tuviese como objetivo principal los derechos de los pacientes, el campo de 
aplicación debe ser el que se recoge. Sin embargo, si se centra en la movilidad de los 
pacientes,  el ámbito no estaría bien definido. 

Resulta dudosa la necesidad de que esta directiva se dirija a regular la atención 
transfronteriza y la movilidad de pacientes, que ya está garantizada con la normativa 
comunitaria vigente sobre coordinación de sistemas de seguridad social (Reglamento 
883/2004) la cual, en caso de considerarse necesario, podría modificarse para incluir 
aspectos no contemplados en la misma.
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Amendment 24
Manuel Medina Ortega

Proposal for a directive
Article 3 – second paragraph

Text proposed by the Commission Amendment

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

Deleted

Or. es

Justification

Deleted for reasons of legal clarity.

Amendment 25
Manuel Medina Ortega

Proposal for a directive
Article 4 – point b

Text proposed by the Commission Amendment

(b) "cross-border healthcare" means 
healthcare provided in a Member State 

(b) "cross-border healthcare" means 
healthcare provided in a Member State 
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other than that where the patient is an 
insured person or healthcare provided in a 
Member State other than that where the 
healthcare provider resides, is registered 
or is established;

other than that where the patient is an 
insured person;

Or. es

Justification

As in the case of recital 10, the concept of cross-border care would include both patient 
mobility in the narrower sense and the mobility of health services which can be provided 
remotely; the reference in this article to healthcare providers is not considered appropriate.

Amendment 26
Manuel Medina Ortega

Proposal for a directive
Article 4 – point c

Text proposed by the Commission Amendment

(c) "use of healthcare in another Member 
State" means healthcare provided in the 
Member State other than that where the 
patient is an insured person;

Deleted

Or. es

Justification

This point is redundant and should therefore be deleted.

Amendment 27
Manuel Medina Ortega

Proposal for a directive
Article 4 – point d

Text proposed by the Commission Amendment

(d) "health professional" means a doctor of 
medicine or a nurse responsible for general 

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

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

Or. es

Justification

For obvious reasons, the term medical practitioner appears more appropriate since a 
doctorate in medicine is not a necessary requirement for healthcare professionals to be able 
to exercise a healthcare activity.

Amendment 28
Manuel Medina Ortega

Proposal for a directive
Article 4 – point f

Text proposed by the Commission Amendment

(f) "patient" means any natural person who 
receives or wishes to receive healthcare in 
a Member State;

(f) "patient" means any natural person who 
receives healthcare in a Member State;

Or. es

Justification

What is relevant is that the person receives healthcare and not that he or she ‘wishes’ to 
receive it.
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Amendment 29
Manuel Medina Ortega

Proposal for a directive
Article 4 – point g

Text proposed by the Commission Amendment

(g) "insured person" means: (g) "insured person" means a person who is 
insured according to the definition in 
Article 1(c) of  Regulation (EC) 883/2004;

(i) until the date of application of 
Regulation (EC) No 883/2004: a person 
who is insured in accordance with the 
provisions of Articles 1, 2 and 4 of 
Regulation (EC) No 1408/71, 
(ii) as from the date of application of 
Regulation (EC) No 883/2004: a person 
who is an insured person within the 
meaning of Article 1(c) of Regulation 
(EC) No 883/2004;

Or. es

Justification

Regulation (EC) No 883/2004 comes into force on 1 January 2009.

Amendment 30
Manuel Medina Ortega

Proposal for a directive
Article 4 – point h

Text proposed by the Commission Amendment

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

(h) "Member State of affiliation" means the 
Member State where the patient is an 
insured person. If the patient is legally 
resident in a Member State and not 
insured by any European social security 
scheme, but has a recognised entitlement 
to healthcare, the Member State of 
affiliation shall be the Member State of 
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residence;

Or. es

Justification

The proposal does not take account of all those cases where citizens enjoy a recognised 
entitlement to healthcare, which does not necessarily correspond to the concept of an insured 
person.

Amendment 31
Manuel Medina Ortega

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

Text proposed by the Commission Amendment

(la) "Patient's medical records" or 
"medical history" means all the 
documents containing data, assessments 
and information of any kind on a patient's 
situation and clinical development 
throughout the care process.

Or. es

Justification

This term is used throughout the proposal for a directive, and it is therefore considered 
necessary to include a definition.

Amendment 32
Manuel Medina Ortega

Proposal for a directive
Chapter – title

Text proposed by the Commission Amendment

MEMBER STATE AUTHORITIES
RESPONSIBLE FOR COMPLIANCE 
WITH COMMON PRINCIPLES FOR 

MEMBER STATES RESPONSIBLE FOR 
COMPLIANCE WITH COMMON 
PRINCIPLES FOR HEALTHCARE
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HEALTHCARE

Or. es

Justification

If used, the term ‘authorities’ would need to be defined.

Amendment 33
Manuel Medina Ortega

Proposal for a directive
Article 5 – title

Text proposed by the Commission Amendment

Responsibilities of authorities of the 
Member State of treatment

Responsibilities of the Member State of 
treatment

Or. es

Justification

To be consistent with the amendment to the title of Chapter II.

Amendment 34
Manuel Medina Ortega

Proposal for a directive
Article 6

Text proposed by the Commission Amendment

1. Subject to the provisions of this 
Directive, in particular Articles 7, 8 and 9, 
the Member State of affiliation shall ensure 
that insured persons travelling to another 
Member State with the purpose of 
receiving healthcare there or seeking to 
receive healthcare provided in another 
Member State, will not be prevented from 
receiving healthcare provided in another 
Member State where the treatment in 

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

question is among the benefits provided for 
by the legislation of the Member State of 
affiliation to which the insured person is 
entitled. The Member State of affiliation 
shall reimburse the costs to the insured 
person, which would have been paid for by 
its statutory social security system had the 
same or similar healthcare been provided 
in its territory. It is for the Member State of 
affiliation to determine the healthcare in 
respect of which the insured person is 
entitled to assumption of the costs, as well 
as the level of reimbursement and co-
payment to be met by that person,
regardless of where it is provided.

Or. es

Justification

The Member State of affiliation is responsible for determining not only the healthcare that is 
paid for (last paragraph of Article 6(1), but also the level of reimbursement and co-payment 
applicable in each case.

Amendment 35
Manuel Medina Ortega

Proposal for a directive
Article 6 a (new)

Text proposed by the Commission Amendment

Article 6a
Healthcare provided in another Member 

State
Subject to the provisions of Articles 8 and 
9, the Member State of affiliation shall 
not make the reimbursement of the costs 
of healthcare provided in another 
Member State subject to prior 
authorisation.

Or. es
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Justification

The aim is to comply with the case law requiring that no restriction should be placed on the 
free movement of citizens by applying the general principle that prior authorisation is not 
needed, as well as with the reservations relating to hospital care provided for in Article  8.

Amendment 36
Manuel Medina Ortega

Proposal for a directive
Article 7

Text proposed by the Commission Amendment

Article 7 Deleted
Non-hospital care

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

Or. es

Justification

To be consistent with the amendment seeking to introduce a new article 6a.

Amendment 37
Manuel Medina Ortega

Proposal for a directive
Article 8 – paragraph 1

Text proposed by the Commission Amendment

1. For the purposes of reimbursement of 
healthcare provided in another Member 
State in accordance with this Directive, 
hospital care shall mean:

1. For the purposes of reimbursement of 
the costs of healthcare provided in another 
Member State in accordance with this 
Directive, hospital care and specialised 



AM\764029EN.doc 19/35 PE418.330v01-00

EN

care shall mean, as defined in the 
legislation of the Member State of 
affiliation, healthcare which is subject to 
planning, in that it entails overnight 
accommodation of the patient in question 
for at least one night or which
requires use of highly specialised and cost-
intensive medical infrastructure or medical 
equipment, or involving treatments 
presenting a specific risk for the patient or 
the population.

(a) healthcare which requires overnight 
accommodation of the patient in question 
for at least one night;
(b) healthcare, included in a specific list, 
that does not require overnight 
accommodation of the patient for at least 
one night. This list shall be limited to: 
- healthcare that requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment; or
- healthcare involving treatments 
presenting a particular risk for the patient 
or the population.

Or. es

Justification

The definition provided in the Commission proposal is obsolete and does not take account of 
the actual conditions under which hospital and specialised care are provided at present.

Amendment 38
Manuel Medina Ortega

Proposal for a directive
Article 8 – paragraph 2

Text proposed by the Commission Amendment

2. This list shall be set up and may be 
regularly updated by the Commission. 
Those measures, designed to amend non-
essential elements of this Directive by 

Deleted
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supplementing it, shall be adopted in 
accordance with the regulatory procedure 
with scrutiny referred to in Article 19(3).

Or. es

Justification

The proposal for a directive impinges on powers relating to healthcare organisation which, 
pursuant to Article 152 of the EC Treaty, are the preserve of the Member States, something 
which would be a breach of the subsidiarity principle. 

Amendment 39
Manuel Medina Ortega

Proposal for a directive
Artícle 8 – paragraph 3

Text proposed by the Commission Amendment

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

3. The Member State of affiliation may 
assume the cost of hospital care and 
specialised care (as defined by the 
Member State of affiliation) within the 
terms set out in paragraph 1 provided in 
another Member State, where prior 
authorisation has been obtained. 

(a) had the healthcare been provided in its 
territory, it would have been assumed by 
the Member State's social security system; 
and 
(b) the purpose of the system is to address 
the consequent outflow of patients due to 
the implementation of the present Article 
and to prevent it from seriously 
undermining, or being likely to seriously 
undermine:
(i) the financial balance of the Member 
State's social security system; and/or 
(ii) the planning and rationalisation 
carried out in the hospital sector to avoid 
hospital overcapacity, imbalance in the 
supply of hospital care and logistical and 
financial wastage, the maintenance of a 
balanced medical and hospital service 
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open to all, or the maintenance of 
treatment capacity or medical competence 
on the territory of the concerned Member 
State. 

Or. es

Justification

Al proponerse la supresión del apartado 2, pasaría éste a ser el nuevo apartado 2.

Se propone que sean las autoridades sanitarias nacionales las que se encarguen (mediante 
una autorización previa) de garantizar que se prestará a los ciudadanos una asistencia 
sanitaria prestada por profesionales sanitarios y en centros sanitarios con niveles adecuados 
de calidad y seguridad. 

La autorización previa 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 40
Manuel Medina Ortega

Proposal for a directive
Article 8 – paragraph 4

Text proposed by the Commission Amendment

4. The prior authorisation system shall be 
limited to what is necessary and 
proportionate to avoid such impact, and 
shall not constitute a means of arbitrary 
discrimination.

4. The prior authorisation system shall be 
limited to what is necessary and 
proportionate, and shall not constitute a 
means of arbitrary discrimination.

Or. es

Justification

Consistency with the previous amendment. If paragraph 2 is deleted, this will become 
paragraph 3.



PE418.330v01-00 22/35 AM\764029EN.doc

EN

Amendment 41
Manuel Medina Ortega

Proposal for a directive
Article 8 – paragraph 5

Text proposed by the Commission Amendment

5. The Member State shall make publicly 
available all relevant information on the 
prior authorisation systems introduced 
pursuant to the provisions of paragraph 3. 

5. The Member State of affiliation shall 
make publicly available the list of 
hospitals and specialised care services, as 
well as all relevant information on the prior 
authorisation systems introduced pursuant 
to the provisions of paragraph 2. 

Or. es

Justification

It is proposed to move the content of paragraph 5 to the end of Article 8, to a new paragraph 
which, if paragraph 2 is deleted, will become paragraph 8.

Amendment 42
Manuel Medina Ortega

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

Text proposed by the Commission Amendment

5a. For all requests for authorisation 
made by an insured person to receive 
health care in another Member State, the 
Member State of affiliation shall check 
for compliance with the conditions set out 
in Regulation (EC) No 883/2004, and, 
should they be met, shall grant prior 
authorisation in line with that Regulation. 

Or. es

Justification

Nuevo apartado 5 bis, en coherencia con la supresión del apartado 2.
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Resulta dudosa la necesidad de que esta directiva se dirija a regular la atención 
transfronteriza y la movilidad de pacientes, que ya está garantizada con la normativa 
comunitaria vigente sobre coordinación de sistemas de seguridad social (Reglamento 
883/2004) la cual, en caso de considerarse necesario, podría modificarse para incluir 
aspectos no contemplados en la misma.

Es más, la propuesta de Directiva entra en colisión con la regulación vigente de coordinación 
de sistemas de seguridad social, creando dos sistemas paralelos para la atención sanitaria 
transfronteriza. Con ello, la propuesta crea inseguridad jurídica. 

Amendment 43
Manuel Medina Ortega

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

Text proposed by the Commission Amendment

5b. The Member State of affiliation shall 
specify, in advance and in transparent 
fashion, the criteria applied in cases of 
refusal of prior authorisation, in relation 
to primary considerations of general 
interest.

Or. es

Justification

Nuevo apartado 5 ter, en coherencia con la supresión del apartado 2.

Además de invadir competencias exclusivas de los EEMM, la propuesta de Directiva puede 
generar inequidades entre unos pacientes y otros. 

Introducir el derecho de reembolso para una minoría de pacientes (los que son atendidos en 
otro EM) generaría desigualdades con la gran mayoría de pacientes que son atendidos en su 
propio país. De ahí la necesidad de un mecanismo de autorización previa por parte del 
Estado Miembro emisor y también de la posibilidad de que el Estado Miembro receptor 
pueda regular el flujo de pacientes procedentes de otros EEMM, 
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Amendment 44
Manuel Medina Ortega

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

Text proposed by the Commission Amendment

5c. At all events, the Member State may 
refuse prior authorisation where the same 
treatment can be provided on its territory 
within a medically justifiable time-limit 
and taking account of the present state of 
health of the person concerned and the 
probable evolution of that person's illness.

Or. es

Justification

New paragraph 5c, in line with the deletion of paragraph 2.

Only if it is the health professionals themselves who decide what professionals or hospitals 
will provide the healthcare can it be guaranteed that the care will meet the requisite quality 
and safety standards. Leaving such decisions to the patient would result in cases of 
unnecessary treatment (especially by private healthcare providers).

The status quo must be retained with a view to ensuring the public service nature of 
healthcare.

Amendment 45
Manuel Medina Ortega

Proposal for a directive
Article 9 – paragraph 1

Text proposed by the Commission Amendment

1. The Member State of affiliation shall 
ensure that administrative procedures 
regarding the use of healthcare in another 
Member State related to any prior 
authorisation referred to in Article 8(3), 
reimbursement of costs of healthcare 
incurred in another Member State and 
other conditions and formalities referred 

1. The Member State of affiliation shall 
ensure that administrative procedures 
regarding the use of healthcare in another 
Member State related to any prior 
authorisation referred to in Article 8(2) and
assumption of costs of healthcare incurred 
in another Member State are based on 
objective, non-discriminatory criteria 
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to in Article 6(3), are based on objective, 
non-discriminatory criteria which are 
published in advance, and which are 
necessary and proportionate to the 
objective to be achieved. In any event, an 
insured person shall always be granted 
the authorisation pursuant to Regulations 
on coordination of social security referred 
to in Art. 3.1 f) whenever the conditions of 
Art.22.1 c) and Art. 22.2 of Regulation 
1408/71 are met.

which are published in advance, and which 
are necessary and proportionate to the 
objective to be achieved. 

Or. es

Justification

The aim is to ensure legal clarity as between Directive and Regulation.

Amendment 46
Manuel Medina Ortega

Proposal for a directive
Article 9 – paragraph 2

Text proposed by the Commission Amendment

2. Any such procedural systems shall be 
easily accessible and capable of ensuring 
that requests are dealt with objectively and 
impartially within time limits set out and 
made public in advance by the Member 
States. 

2. Any such procedural systems shall be 
easily accessible and capable of ensuring 
that requests are dealt with objectively and 
impartially within maximum time limits 
set out and made public in advance by the 
Member States. In the processing of such 
requests, account shall be taken of 
urgency and individual circumstances. 

Or. es

Justification

Es fundamental que se mantenga la situación actual, según la cual son los profesionales 
sanitarios del sector público (especialmente los de atención primaria, en su figura de gate-
keepers del sistema) los que deciden acerca de la necesidad de asistencia sanitaria de los 
pacientes en otros EEMM, con lo cual se evitarían situaciones de asistencia sanitaria 
innecesaria. 
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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. Podrá orientarse al ciudadano para que reciba el tratamiento que resulte necesario y 
pueda garantizarse que se prestará en condiciones de seguridad y calidad suficientes.

Amendment 47
Manuel Medina Ortega

Proposal for a directive
Article 9 – paragraph 3

Text proposed by the Commission Amendment

3. Member States shall specify in advance 
and in a transparent way the criteria for 
refusal of the prior authorisation referred 
to in Article 8(3).

deleted

Or. es

Justification

This paragraph is already covered by the amendment tabled to Article 8 (new paragraph 6).

Amendment 48
Manuel Medina Ortega

Proposal for a directive
Article 9 – paragraph 4

Text proposed by the Commission Amendment

4. Member States shall, when setting out 
the time limits within which requests for 
the use of healthcare in another Member 
State must be dealt with, take into 
account:

deleted

(a) the specific medical condition, 
(b) the patient's degree of pain, 
(c) the nature of the patient's disability, 
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and 
(d) the patient's ability to carry out a 
professional activity.

Or. es

Justification

Consistency with the amendment to Article 9(2).

Amendment 49
Manuel Medina Ortega

Proposal for a directive
Article 9 – paragraph 5

Text proposed by the Commission Amendment

5. Member States shall ensure that any 
administrative decisions regarding the use 
of healthcare in another Member State are 
subject to administrative review and also 
capable of being challenged in judicial 
proceedings, which include provision for 
interim measures.

3. Member States shall ensure that any 
administrative decisions regarding the use 
of healthcare in another Member State are 
subject to administrative review and also 
capable of being challenged in judicial 
proceedings, which include provision for 
interim measures. Member States shall 
facilitate the development of an 
international out-of-court settlement 
scheme for disputes arising from cross-
border healthcare

Or. es

Justification

Consistency with the previous amendments. If paragraphs 5(3) and 5(4) are deleted, 5(5) will 
become 5(3). 

It is proposed to add a sentence (from paragraph 12(2d)), in order to specify that the action 
concerned is a matter for the Member States, not the national crossborder healthcare contact 
points.
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Amendment 50
Manuel Medina Ortega

Proposal for a directive
Article 10 – paragraph 1

Text proposed by the Commission Amendment

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

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

Or. es

Justification

This article would oblige Member States to supply information which is held by other Member 
States, thus imposing an excessive burden on the former. In addition, to be of use to the public 
such information would have to be constantly updated, and this is not viable. It should suffice 
for each Member State to take responsibility for providing information on the healthcare 
provided within its own territory.

Amendment 51
Manuel Medina Ortega

Proposal for a directive
Article 10 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission may, in accordance 
with the procedure referred to in Article 
19(2), develop a standard Community 
format for the prior information referred to 
in paragraph 1.

3. The Member States, with the assistance 
of the Commission, may, in accordance 
with the procedure referred to in Article 
19(2), develop a standard Community 
format for the prior information referred to 
in paragraph 1.

Or. es
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Justification

A standard Community format of this nature should not be a matter for the Commission but 
should be the result of an agreement among the Member States, with the possibility of the 
Commission providing assistance.

Amendment 52
Manuel Medina Ortega

Proposal for a directive
Article 12 – paragraph 2 – letter a

Text proposed by the Commission Amendment

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

(a) provide and disseminate information on 
request to patients who are nationals of 
other Member States, in particular on their 
rights related to cross-border healthcare 
and the guarantees of quality and safety, 
protection of personal data, procedures for 
complaints and means of redress available 
for healthcare provided in one's own
Member State, and on the terms and 
conditions applicable; 

Or. es

Justification

Como se ha indicado en relación con el 10, este art. impone a los Estados miembros 
obligación de informar sobre datos en poder de otros EEMM, lo que supone una sobrecarga 
excesiva para los primeros. Además, para que la información fuera útil para los ciudadanos, 
se requeriría de una actualización continua, lo cual parece inviable. Entendemos que 
bastaría con que cada Estado miembro se responsabilizase de facilitar información en 
relación con la asistencia sanitaria prestada en su propio territorio y, en todo caso, facilitara
información relativa a los datos de contacto de los puntos nacionales de contacto de otros 
Estados miembros.
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Amendment 53
Manuel Medina Ortega

Proposal for a directive
Article 12 – paragraph 2 – letter b

Text proposed by the Commission Amendment

(b) help patients to protect their rights and 
seek appropriate redress in the event of 
harm caused by the use of healthcare in 
another Member State; the national contact 
point shall in particular inform patients 
about the options available to settle any 
dispute, help to identify the appropriate 
out-of-court settlement scheme for the 
specific case and help patients to monitor 
their dispute where necessary;

(b) provide help on request to patients 
who are nationals of other Member States 
seeking to protect their rights and obtain
appropriate redress in the event of harm 
caused by the use of healthcare in their 
own Member State; the national contact 
point shall in particular, on request, inform 
patients who are nationals of other 
Member States about the options available 
to settle any dispute, help to identify the 
appropriate out-of-court settlement scheme 
for the specific case and help patients to 
monitor their dispute where necessary;

Or. es

Justification

Como se ha indicado en relación con el 10, este art. impone a los Estados miembros 
obligación de informar sobre datos en poder de otros EEMM, lo que supone una sobrecarga 
excesiva para los primeros. Además, para que la información fuera útil para los ciudadanos, 
se requeriría de una actualización continua, lo cual parece inviable. Entendemos que 
bastaría con que cada Estado miembro se responsabilizase de facilitar información en 
relación con la asistencia sanitaria prestada en su propio territorio y, en todo caso, facilitara 
información relativa a los datos de contacto de los puntos nacionales de contacto de otros 
Estados miembros.

Amendment 54
Manuel Medina Ortega

Proposal for a directive
Article 12 – paragraph 2 – letter d

Text proposed by the Commission Amendment

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

deleted
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border healthcare;

Or. es

Justification

It is proposed to delete this paragraph and include it in paragraph 9.5 (see previous 
amendment), since the action concerned is properly a matter for the Member States, not the 
national crossborder healthcare contact points.

Amendment 55
Manuel Medina Ortega

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

Text proposed by the Commission Amendment

2a. The national contact point in the 
Member State of affiliation shall provide, 
to patients so requesting, contact data for 
national contact points in other Member 
States. 

Or. es

Justification

Como se ha indicado en relación con el 10, este art. impone a los Estados miembros 
obligación de informar sobre datos en poder de otros EEMM, lo que supone una sobrecarga 
excesiva para los primeros. Además, para que la información fuera útil para los ciudadanos, 
se requeriría de una actualización continua, lo cual parece inviable. Entendemos que 
bastaría con que cada Estado miembro se responsabilizase de facilitar información en 
relación con la asistencia sanitaria prestada en su propio territorio y, en todo caso, facilitara 
información relativa a los datos de contacto de los puntos nacionales de contacto de otros 
Estados miembros.
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Amendment 56
Manuel Medina Ortega

Proposal for a directive
Article 12 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission shall, in accordance 
with the procedure referred to in Article 
19(2), adopt:

3. The Member States, with the assistance 
of the Commission, shall, in accordance 
with the procedure referred to in Article 
19(2):

(a) measures necessary for the management 
of the network of national contact points 
provided for in this Article;

(a) adopt measures necessary for the 
management of the network of national 
contact points provided for in this Article;

(b) the nature and type of data to be 
collected and exchanged within the 
network;

(b) determine the nature and type of data to 
be collected and exchanged within the 
network;

(c) guidelines on information to patients 
provided for in paragraph 2(a) of this 
Article.

(c) adopt guidelines on information to 
patients provided for in paragraph 2(a) of 
this Article.

Or. es

Justification

It is not acceptable for these measures to be undertaken by the Commission. The Member 
States should reach an agreement on the matter, in relation to which they may be assisted by 
the Commission. 

Amendment 57
Manuel Medina Ortega

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

Text proposed by the Commission Amendment

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

2. For facilitating the implementation of 
paragraph 1, the Member States, with the 
assistance of the Commission, shall adopt:

Or. es
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Amendment 58
Manuel Medina Ortega

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

Text proposed by the Commission Amendment

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

(a) measures enabling a pharmacist or 
other health professional to verify the 
authenticity of the prescription and whether 
the prescription was issued in another 
Member State by an authorised person 
through developing a Community 
prescription template, determining the 
data needed for its validity and the 
language requirements, supporting 
interoperability of ePrescriptions and 
ensuring the confidentiality of patient 
data;

Or. es

Justification

En la propuesta actual, el reconocimiento de las prescripciones farmacéuticas en otro EEMM 
plantea situaciones y problemas que distan de estar resueltos, como el procedimiento para 
superar las barreras lingüísticas, las derivadas de las diferentes prestaciones farmacéuticas y 
de otro tipo que permitan asegurar que una prescripción en un EEMM pueda ser atendida 
con calidad, seguridad y eficacia para los pacientes en su proceso de atención 
transfronteriza.

No se considera aceptable que la Comisión pueda llevar a cabo estas medidas de forma 
unilateral, sino que sean los Estados miembros los que lleguen a un acuerdo para 
desarrollarlas, pudiendo disponer para ello del apoyo de la Comisión.
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Amendment 59
Manuel Medina Ortega

Proposal for a directive
Article 14 – paragraph 2 – letter b

Text proposed by the Commission Amendment

(b) measures to ensure that medicinal 
products prescribed in one Member State 
and dispensed in another are correctly 
identified and that the information to 
patients concerning the product is 
comprehensible;

(b) measures to ensure that medicinal 
products prescribed in one Member State 
and dispensed in another are correctly 
identified and that the information to 
patients concerning the product is 
comprehensible. Where the designation of 
the medicinal product prescribed consists 
of a made-up name or a brand name, the 
international common denomination 
(ICD) shall also be supplied.

Or. es

Justification

En la propuesta actual, el reconocimiento de las prescripciones farmacéuticas en otro EEMM 
plantea situaciones y problemas que distan de estar resueltos, como el procedimiento para 
superar las barreras lingüísticas, las derivadas de las diferentes prestaciones farmacéuticas y 
de otro tipo que permitan asegurar que una prescripción en un EEMM pueda ser atendida 
con calidad, seguridad y eficacia para los pacientes en su proceso de atención 
transfronteriza.

No se considera aceptable que la Comisión pueda llevar a cabo estas medidas de forma 
unilateral, sino que sean los Estados miembros los que lleguen a un acuerdo para 
desarrollarlas, pudiendo disponer para ello del apoyo de la Comisión.

Amendment 60
Manuel Medina Ortega

Proposal for a directive
Article 14 – paragraph 2 – letter ca (new)

Text proposed by the Commission Amendment

(ca) measures to establish the 
circumstances where medicinal products 
may have to be replaced, e.g. non-
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availability of products or emergencies.

Or. es

Justification

En la propuesta actual, el reconocimiento de las prescripciones farmacéuticas en otro EEMM 
plantea situaciones y problemas que distan de estar resueltos, como el procedimiento para 
superar las barreras lingüísticas, las derivadas de las diferentes prestaciones farmacéuticas y 
de otro tipo que permitan asegurar que una prescripción en un EEMM pueda ser atendida 
con calidad, seguridad y eficacia para los pacientes en su proceso de atención 
transfronteriza.

No se considera aceptable que la Comisión pueda llevar a cabo estas medidas de forma 
unilateral, sino que sean los Estados miembros los que lleguen a un acuerdo para 
desarrollarlas, pudiendo disponer para ello del apoyo de la Comisión.
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