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Amendment 1
PPE-DE, PSE, ALDE, Verts/ALE, UEN
Compromise amendment replacing Amendments 190, 192, 193, 194, 205, 209, EMPL 27; if 
adopted, amendments 189, 197, 191, FEMM 11, IMCO 20, 195, JURI 3, ITRE 7, 196, 198, 
201, 200, 199, 202, 203, 204 fall 

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 provides rules for access to 
safe and high-quality healthcare in 
another Member State and establishes 
cooperation mechanisms on healthcare 
between Member States, in full respect of 
national competencies in organising and 
delivering healthcare.
In the application of this Directive, 
Member States shall take into account 
principles of good quality care and equity. 

Or. en

Amendment 2
PPE-DE, PSE, ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment replacing Amendments 189, 210, 211, 213, 214, ECON 5; if 
adopted, 206, 207, ITRE 8, FEMM 12, 209, 208, 213, EMPL 28, IMCO 21 fall

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 
cross-border healthcare regardless of how 
it is organised, delivered and financed or 
whether it is public or private. It shall be 
without prejudice to the existing 
framework on the coordination of social 
security systems as laid down in 
Regulation 1408/71 and its successor 
Regulation 883/2004/EC.

This Directive shall not apply to health 
services whose main focus is in the field 
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of long-term care, including those 
services provided over an extended period 
of time whose purpose is to support people 
in need of assistance in carrying out 
routine, everyday tasks.
This Directive shall also not apply to 
organ transplantation.

Or. en

Amendment 3
PPE-DE, PSE, ALDE, UEN
Compromise amendment, if adopted, amendments 229, 230, 231, 232, 233, 234, 235, 237, 
EMPL 31, EMPL 32, ECON 10, IMCO 22, ECON 11 fall

Proposal for a directive
Article 3 - paragraph 2

Text proposed by the Commission Amendment

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

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, including when the 
conditions for granting an authorisation 
under Regulation 1408/71 and, as of its 
date of application, Regulation 883/2004
are fulfilled but the authorisation is not 
granted, Articles 6, 7, 8 and 9 of this 
Directive apply and Article 22 of Council 
Regulation (EC) No 1408/71 shall not 
apply. 

Or. en



AM\Bowis CompromiseEN.doc 5/25 PE000.000v01-00

EN

Amendment 4
PPE-DE, PSE, ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment replacing Amendments 246, 247, 250, IMCO 23, 248, 249, 251, 
252; if adopted, 243, 245, ITRE 10, 244, 253, 254, EMPL 33 fall

Proposal for a directive
Article 4 – point (a)

Text proposed by the Commission Amendment

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

(a) "healthcare" means health services or 
goods, such as pharmaceuticals and 
medical devices provided or prescribed by 
health professionals to patients to assess, 
maintain or restore their state of health or 
prevent them from becoming ill, 
regardless of the ways in which it is 
organised, delivered and financed at 
national level or whether care is public or 
private;

Or. en

Amendment 5
PPE-DE, PSE, ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment replacing Amendments 14, 307, 308, 309, 321, 329, 331, 332, 336,
339, 340, 342, 346, 347, 357, 358, 360, JURI 4, 363, 418, 431; if adopted, 305 (corresponding 
para), 306, 310, 311, 312, 313, 314, 315, 316, 317, 318, 319, 320, 322, 323, 324, 325, 326, 
327, 328, ITRE15, ITRE 16, ITRE 17 325, 326, 327, 328, 330, 333, 334, 335, 337, 338, 341, 
343, 344, 345, 348, 349, 350, 351, 352, 353, 354, 355, 356, 359, 362, 364, 365, FEMM 14, 
FEMM 15, 503, IMCO 30, IMCO 31, IMCO 32, IMCO 33, IMCO 34, IMCO35, EMPL 39, 
EMPL 40, EMPL 41, EMPL 42, EMPL 43, EMPL 44, EMPL 45, EMPL 45, EMPL 46, 
EMPL 47, EMPL 48

Proposal for a directive
Article 5 – paragraph 1

Text proposed by the Commission Amendment

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

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

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

(a) when healthcare is provided in a 
Member State other than that where the 
patient is an insured person, such 
healthcare is provided according to the 
legislation of the Member State of 
treatment;

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

(b) healthcare referred to in paragraph 
1(a) is provided according to standards 
and guidelines on quality defined by the 
Member State of treatment;

(ba) patients and healthcare providers 
from other Member States are provided 
with information by the national contact 
point, inter alia by electronic means, on 
quality standards and guidelines, 
including provisions on supervision, and 
on availability, quality and safety, 
treatment options, prices, outcomes of the 
healthcare provided, accessibility for 
persons with disabilities and details of the 
healthcare provider’s registration status 
and insurance cover or other means of 
personal or collective protection with 
regard to their professional liability;

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

(c) healthcare providers provide all 
relevant information to enable patients to 
make an informed choice;

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

(d) patients have the means of making 
complaints and the right to seek
compensation when they suffer harm 
arising from the healthcare they receive 
and there are mechanisms in place to 
guarantee remedies;

(e) systems of professional liability 
insurance or a guarantee or similar 
arrangement, which are equivalent or 
essentially comparable as regards their 

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

place for treatment provided on their 
territory;

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

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

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

(g) patients from other Member States shall 
enjoy equal treatment with the nationals of 
the Member State of treatment, including 
the protection against discrimination 
provided for according to Community law 
and national legislation in force in the 
Member State of treatment. However, this 
Directive does not oblige healthcare 
providers in a Member State either to 
provide healthcare to an insured person 
from another Member State or to 
prioritise the provision of healthcare to an 
insured person from another Member 
State to the detriment of a person who has 
similar health needs and is an insured 
person of the Member State of treatment.
(ga) patients who have received treatment 
are entitled to a written or electronic 
record of such treatment and of any 
medical advice for the continuity of their
care;
1a. The public authorities in the Member 
State of treatment shall monitor regularly 
the accessibility, quality and financial 
state of their healthcare systems on the 
basis of the data collected under Article 
18 of this Directive.

Or. en
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Amendment 6
PPE-DE,PSE, ALDE, Verts/ALE, UEN
Compromise amendment replacing Amendments IMCO 35(point ge), 424, 433

Proposal for a directive
Article 5 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. For the purposes of this Article, 
Member States shall have a transparent 
mechanism for the calculation of costs 
that are to be charged for the healthcare 
provided. This calculation mechanism 
shall be based on objective, non-
discriminatory criteria known in advance 
and it will be applied at the relevant 
administrative level in cases where the 
Member State of treatment has a 
decentralised healthcare system.

Or. en

Amendment 7
PPE-DE, PSE, ALDE, UEN
Compromise amendment replacing Amendments 384, 16, 385, EMPL 50, 386, 380(1); if 
adopted, 381, 382, 383, 387, ITRE 19, 388, 389,390, 391,392, 393, FEMM 16, IMCO 38, 
ECON 16 will fall

Proposal for a directive
Article 6 – paragraph 1

Text proposed by the Commission Amendment

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

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 
question is among the benefits provided for 
by the legislation, administrative 
regulations, guidelines and codes of 
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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.

conduct of the medical professions, of the 
Member State of affiliation to which the 
insured person is entitled. Without 
prejudice to Regulation 1408/71 and, 
when entering into force, Regulation 
883/2004, the Member State of affiliation 
shall reimburse the costs to the Member 
State of treatment or the insured person, 
which would have been paid for by its 
statutory social security system had equally 
effective healthcare been provided in its 
territory. If a Member State of affiliation 
rejects the reimbursement of this
treatment, the Member State has to give a 
medical justification for its decision. 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.

Patients affected by rare diseases should 
have the right to access healthcare in 
another Member State and to get 
reimbursement even if the treatment in 
question is not among the benefits 
provided for by the legislation of the 
Member State of affiliation.

Or. en

Amendment 8
PPE-DE, PSE, ALDE, Verts/ALE, UEN
Compromise amendment replacing Amendments 17, 395, 398, 399, 401, 403, 405, 406, 407, 
ITRE 21, IMCO 39, EMPL 51; if adopted, 394, 397, 400, 402, 404, FEMM 17, ECON 17 will 
fall 

Proposal for a directive
Article 6 – paragraph 2 and paragraph 2a

Text proposed by the Commission Amendment

2. The costs of healthcare provided in 
another Member State shall be reimbursed 
by the Member State of affiliation in 
accordance with the provisions of this 
Directive up to the level of costs that 
would have been assumed had the same or 
similar healthcare been provided in the 

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

under the same conditions as laid down in 
paragraph 1 in the Member State of 
affiliation, without exceeding the actual 
costs of healthcare received. Member 
States may decide to cover other related 
costs, such as therapeutic treatment and 
accommodation and travel costs. 
2a. The extra costs which persons with 
disabilities might incur when receiving 
healthcare in another Member State due 
to one or more disabilities shall be 
reimbursed by the Member State of 
affiliation in accordance with national 
legislation and on the condition that 
sufficient documentation for these costs 
exists.

Or. en

Amendment 9
PPE-DE, PSE, ALDE, Verts/ALE, UEN
Compromise amendment replacing Amendments 410, 411, 408, 409, 414, 415, ; if adopted, 
412, 413, 416, FEMM 18, EMPL 52, IMCO 40 will fall 

Proposal for a directive
Article 6 – paragraph 3

Text proposed by the Commission Amendment

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

3. The Member State of affiliation may 
impose on a patient seeking healthcare 
provided in another Member State, the 
same conditions, criteria of eligibility and 
regulatory and administrative formalities, 
whether set at a local, national or 
regional level,  for receiving healthcare 
and assumption of healthcare costs as it 
would impose if this healthcare was 
provided in its territory, in so far as they 
are neither discriminatory nor an obstacle 
to freedom of movement of patients and 
goods, such as pharmaceuticals and 
medical devices, and are known in 
advance. This may include a requirement 
that the insured person is assessed for the 
purposes of applying those conditions, 
criteria or formalities, by a health 
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professional or healthcare administrators 
providing services for the statutory social 
security system of the Member State of 
affiliation, where such an assessment 
would also be required for accessing 
health services in the Member State of 
affiliation.

Or. en

Amendment 10
PPE-DE, PSE, ALDE, Verts/ALE, UEN
Compromise amendment replacing Amendments 419, 420, 407; if adopted, 422, 423, FEMM 
19, EMPL 53, EMPL 54, IMCO 41, ECON 17 will fall

Proposal for a directive
Article 6 – paragraph 4

Text proposed by the Commission Amendment

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

4. For the purposes of this Article,
Member States shall have a transparent 
mechanism for the calculation of costs that 
are to be assumed by the statutory social 
security system or other statutory public 
system for healthcare provided in another 
Member State. This mechanism shall be 
based on objective, non-discriminatory 
criteria known in advance and the costs 
reimbursed according to this mechanism 
shall be not less than what would have 
been assumed had this healthcare been 
provided in the territory of the Member 
State of affiliation. The mechanism shall 
be applied at the relevant administrative 
level in cases where the Member State of 
affiliation has a decentralised healthcare 
system.

Or. en

Amendment 11
PPE-DE, PSE, UEN
Compromise amendment replacing Amendments EMPL 58, EMPL 59, EMPL 60, 19, 446, 
ITRE 24, 450, 451, 20, 457, 458, 459, 460, EMPL 61; if adopted, 443 (corresponding part), 
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444, 445, 447,448, FEMM 20, 449, 453, 452, 454, 455, 456, 462, 463, 461, 464, ITRE 25,
IMCO 44, 465, ECON 19, 466 will fall 

Proposal for a directive
Article 8 – paragraphs 1 and 2

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 
healthcare provided in another Member 
State in accordance with this Directive, the 
definition of hospital care, as established 
by the Member State of affiliation, shall 
be limited to:

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

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

(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: 

(b) healthcare which is highly specialised 
and/or requires use of cost-intensive 
medical infrastructure or medical 
equipment; or

- healthcare that requires use of highly 
specialised and cost-intensive medical 
infrastructure or medical equipment; or

(ba) healthcare involving treatments 
presenting a particular risk for the patient 
or the population.

- healthcare involving treatments 
presenting a particular risk for the patient 
or the population.

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

Or. en
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Amendment 12
PPE-DE, ALDE, Verts/ALE, GUE-NGL, UEN
Compromise amendment replacing Amendments EMPL 62, 472, 470, 471; if adopted, 443 
(corresponding part), 469, 468 (corresponding part), 473, 474, 475, 476, IMCO 45, 477, 478, 
ITRE 26, 479, ITRE 27 will fall 

Proposal for a directive
Article 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 
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: 

(a) had the healthcare been provided in its 
territory, it would have been assumed by 
the Member State's social security system; 
and 

(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: 

(b) the absence of prior authorisation 
could seriously undermine or be likely to 
undermine:

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

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

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

(ii) the planning and rationalisation carried 
out in the hospital sector to avoid hospital 
overcapacity, imbalance in the supply of 
hospital care and logistical and financial 
wastage, the maintenance of a balanced 
medical and hospital service open to all, or 
the maintenance of treatment capacity or 
medical competence on the territory of the 
concerned Member State.
Such a system shall be without prejudice 
to Regulation (EEC) No 1408/71 as of its 
date of application, (EC) No 883/2004.

Or. en

Amendment 13
PPE-DE, PSE, ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment replacing Amendments 485, 486, 487, ITRE 28, 490, 492, 504, 
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IMCO 49, IMCO 50; if adopted, 443 (corresponding part); 468(2.part), 482, 483, 484, EMPL 
63, ECON 20, 488, 489, 491 will fall

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, shall be based on clear and 
transparent criteria, and shall not 
constitute a means of arbitrary 
discrimination or an obstacle to freedom 
of movement of patients.

Or. en

Amendment 14
PPE-DE, PSE, ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment replacing Amendments 515, 516, 527, 528, 529, ITRE 35, EMPL 
70, if adopted, 514, ITRE 34, 530, 531, 508, 532, 533, 534, 535, FEMM 23, EMPL 69, EMPL 
71, EMPL 72, 536

Proposal for a directive
Article 9 – paragraph 2 and paragraph 4

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 reasonable time limits 
set out and made public in advance by the 
Member States.

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:

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, and when 
considering these requests, take into 
account:

(a) the specific medical condition, (a) the specific medical condition,

(aa) individual circumstances;
(b) the patient's degree of pain, (b) the patient's degree of pain,;

(c) the nature of the patient's disability, and (c) the nature of the patient's disability, and
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(d) the patient's ability to carry out a 
professional activity.

(d) the patient's ability to carry out a 
professional activity.

Or. en

Amendment 15
PPE-DE, PSE, ALDE, Verts/ALE, UEN
Compromise amendment replacing Amendments 523, 524, 526, 393; if adopted IMCO 51 
falls

Proposal for a directive
Article 9 a (new)

Text proposed by the Commission Amendment

Article 9a
Prior notification

Member States may offer patients a 
voluntary system of prior notification 
whereby, in return for such notification, 
the patient shall receive a written 
confirmation of the maximum amount 
that will be paid. This written 
confirmation can then be taken to the 
hospital of treatment and reimbursement 
would then be made direct to that hospital 
by the Member State of affiliation.

Or. en

Amendment 16
PPE-DE, ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment replacing Amendments IMCO 52, 507, IMCO 35 (relevant part)

Proposal for a directive
Article 9 b (new)

Text proposed by the Commission Amendment

Article 9b
European Patients Ombudsman

The European Commission shall present 
a legislative proposal to establish a 
European Patients Ombudsman within 18 
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months after the entry into force of this 
Directive. The European Ombudsman 
shall consider, and if appropriate, mediate 
on patient complaints with regard to prior 
authorisation, reimbursement of costs or 
harm. The European Patients 
Ombudsman shall only be engaged once 
all the complaint options within the 
relevant Member State have been
explored.

Or. en

Amendment 17
PPE-DE, PSE, ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment replacing Amendments EMPL 73, 546, 550, 551, 25, 547, 26, 552, 
553, EMPL 74, ECON 23, IMCO 54; if adopted, 545 (1. and 2. part), 548, 549, FEMM 24 
will fall 

Proposal for a directive
Article 10 – paragraph 1 and 2

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 easily accessible
mechanisms in place, including by 
electronic means, promptly to provide 
patients on request with information on 
receiving healthcare in another Member 
State, and shall include information on 
patients' entitlements, on procedures for 
accessing those entitlements and on 
systems of appeal and redress if the 
patient is deprived of such entitlements, 
and the terms and conditions that would 
apply, inter alia, whenever harm is caused 
as a result of healthcare received in another 
Member State. This information shall be 
published in formats accessible to persons 
with disabilities. Member States should 
consult stakeholders, including patients' 
organisations, to ensure information is 
clear and accessible. In information about 
cross-border care, a clear distinction shall 
be made between the rights which patients 
have by virtue of this Directive and rights 
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arising from regulations on coordination 
of social security schemes as referred to in 
Article 3(1)(f).

2. The information referred to in 
paragraph 1 shall be made easily 
accessible, including by electronic means, 
and shall include information on patients' 
entitlements, on procedures for accessing 
those entitlements and on systems of 
appeal and redress if the patient is 
deprived of such entitlements.

Or. en

Amendment 18
PPE-DE, PSE, ALDE, Verts/ALE, UEN
Compromise amendment replacing Amendments 28, 565, 567, 568, 569, 571, 574, IMCO 59, 
575, 576, 581, 582, 586, 587, 588, 589, 590, EMPL 80, EMPL 81, FEMM 25; if adopted, 
564, 570, 572, 573, 577, EMPL 79, 578, 579, 580, FEMM 26, 583, 584, 585, IMCO 58, 
IMCO 60, 29, ITRE 36, 593, 591, JURI 8, ECON 25, 592, IMCO 61will fall 

Proposal for a directive
Article 12 – paragraph 2

Text proposed by the Commission Amendment

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

2. The national contact point in the 
Member State of affiliation shall provide 
and disseminate information to patients 
and health professionals, by using a 
website if appropriate, on receiving 
healthcare in another Member State, and 
on the terms and conditions which apply, 
in particular on patients' rights related to 
cross-border healthcare as defined in 
Article 6. The national contact point shall 
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; 

(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 
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available for healthcare provided in 
another Member State, and on the terms 
and conditions applicable;

(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;

2a. The national contact point in the 
Member State of treatment shall provide 
and disseminate information to patients, 
by using a website if appropriate, on 
issues referred to in Article 5(1)(ba) and 
on the protection of personal data, the 
level of accessibility to healthcare 
facilities for people with disabilities, 
procedures for complaints and means of 
redress available for healthcare received 
in the Member State of treatment. It shall 
in particular inform patients and health 
professionals, where necessary, about the 
means by which professionals and 
providers are regulated and the means by 
which regulatory action can be taken, the 
options available to settle any dispute, and
help to identify the appropriate out-of-court 
settlement scheme for the specific case.

(c) gather detailed information on 
national bodies operating out-of-court 
settlement of disputes and facilitate co-
operation with those bodies;
(d) facilitate the development of 
international out-of-court settlement 
scheme for disputes arising from cross-
border healthcare;

2b. The national contact point in a 
Member State shall cooperate closely with 
other competent authorities, with national 
contact points in other Member States, 
with patients' organisations and with the 
Commission. 
2c. The national contact points shall
provide the information referred to in 
paragraphs 2 and 2a in formats easily 
accessible for people with disabilities.

Or. en
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Amendment 19
PPE-DE, PSE ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment replacing Amendments 601, 602, 603, 605, EMPL 87, 606, 607, 
608, 609, 236, EMPL 88, 610, 611, 612, 613, 27; if adopted EMPL 83, EMPL 84, ECON 26, 
JURI 10, EMPL 85, EMPL 86, FEMM 27, ITRE 37, ECON 27, IMCO 62 598, 599, 600, 604 
fall

Proposal for a directive
Article 13

Text proposed by the Commission Amendment

1. Member States shall render such mutual 
assistance as is necessary for the 
implementation of this Directive.

1. Member States shall render such mutual 
assistance as is necessary for the 
implementation of this Directive.

2. Member States shall facilitate 
cooperation in cross-border healthcare 
provision at regional and local level as well 
as through information and communication 
technologies, cross-border healthcare 
provided on a temporary or ad hoc basis 
and other forms of cross-border 
cooperation.

2. Member States shall facilitate 
cooperation in cross-border healthcare 
provision at regional and local level as well 
as through information and communication 
technologies, cross-border healthcare 
provided on a temporary or ad hoc basis 
and other forms of cross-border 
cooperation.

2a. Member States, particularly 
neighbouring countries may conclude 
agreements concerning the continuation 
or potential further development of 
cooperation arrangements.
2b. Member States shall guarantee that 
registers in which health professionals are 
listed can be consulted by relevant 
authorities of other Member States. 
2c. Member States shall exchange 
information about disciplinary and 
criminal findings against health
professionals.

Or. en
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Amendment 20
PPE-DE, PSE, ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment replacing Amendments 616, 617, IMCO 63, IMCO 64, EMPL 91, 
620, 618, 619, 621, IMCO 66, 30, 634, 635, 636, IMCO 67, 637, 638, 639, 640, 31, 32; if 
adopted 614, 615, 622, EMPL 89, 623, EMPL 90, EMPL 92, 625, 624, 626, IMCO 65, EMPL 
93, 627, 628, 629, 630, 631, EMPL 94, 632, 633, 641, EMPL 95, EMPL 96, 642, 643, 644, 
645, IMCO 68

Proposal for a directive
Article 14

Text proposed by the Commission Amendment

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

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

(a) are limited to what is necessary and 
proportionate to safeguard human health 
and are non-discriminatory or 

(a) are limited to what is necessary and 
proportionate to safeguard human health 
and are non-discriminatory or

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

(b) are based on legitimate and justified 
doubts about the authenticity or content of 
an individual prescription, or the status of 
the prescriber.
The recognition of such prescription shall 
not affect:
(i) national rules governing prescribing 
and dispensing, including generic 
substitution;
(ii) national rules governing the 
reimbursement of Community cross-
border prescriptions;
(iii) any professional or ethical duty that 
would require the pharmacist to refuse to 
dispense had the prescription been issued 
in the Member State of affiliation.

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

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

(a) measures enabling a pharmacist or 
other health professional to verify the 

(a) measures enabling a pharmacist or 
other health professional to verify the 
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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;

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;

(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, including clarity as to 
different names used for the same 
medicinal product;
(ba) measures to ensure, if needed, 
contact between the prescribing party and 
the dispensing party in order to ensure 
complete understanding of the treatment, 
whilst maintaining confidentiality of 
patient's data;

(c) measures to exclude specific categories 
of medicinal products from the 
recognition of prescriptions provided for 
under this article where necessary in 
order to safeguard public health.

2a. Where a prescription is issued in the 
Member State of treatment for medicinal 
products which are not normally available 
on prescription in the Member State of 
affiliation, it shall be for the latter to 
decide whether to authorise exceptionally 
or to provide an alternative medicinal 
product deemed to be as effective.

3. The measures referred to in points (a) 
and (b) of paragraph 2 shall be adopted in 
accordance with the regulatory procedure 
referred to in Article 19(2). The measures 
referred to in point (c) of paragraph 2, 
designed to amend non-essential elements 
of this Directive, by supplementing it, 
shall be adopted in accordance with the 
regulatory procedure with scrutiny 
referred to in Article 19(3).

3. The measures referred to in points (a),
(b), and (ba) of paragraph 2 shall be 
adopted in accordance with the regulatory 
procedure referred to in Article 19(2).

Or. en
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Amendment 21
PPE-DE, PSE, ALDE, Verts/ALE, UEN
Compromise amendment replacing Amendments 36, 685, ITRE 41, IMCO 72, 684, 686, 690, 
ITRE 42, IMCO 73, 687, 688, 689, 691, 692, ITRE 43, 38, 39, 697, ITRE 45; if adopted, 683,
IMCO 75, ITRE 44, IMCO 76, 694, 695, 696, IMCO 77, ITRE 46 fall 

Proposal for a directive
Article 17

Text proposed by the Commission Amendment

Cooperation on management of new health 
technologies

Cooperation on management of new health 
technologies

1. Member States shall facilitate 
development and functioning of a network
connecting the national authorities or 
bodies responsible for health technology 
assessment.

1. The European Commission shall, in 
consultation with the European 
Parliament, facilitate the establishment of 
a network connecting the national 
authorities or bodies responsible for health 
technology assessment. This network shall 
be based on the principles of good 
governance including transparency, 
objectiveness, fairness of procedures, and 
broad and full stakeholder participation 
of all relevant groups, except in cases 
where national law precludes the 
participation of one or more of those 
groups.

2. The objective of the health technology 
assessment network shall be:

2. The objective of the health technology 
assessment network shall be:

(a) to support cooperation between national 
authorities or bodies;

(a) to support cooperation between national 
authorities or bodies;

(aa) to find sustainable ways to balance 
the objectives of access to medicines, 
reward for innovation and management 
of healthcare budgets;

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

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

(ba) to analyse the nature and type of 
information that can be exchanged;
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3. Member States shall designate the 
authorities or bodies participating in the 
network as referred to in paragraph 1 and 
communicate to the Commission names 
and contact details of those authorities or 
bodies.

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

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

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

Or. en

Amendment 22
PPE-DE, PSE, ALDE, Verts/ALE, GUE/NGL, UEN
Compromise amendment 

Proposal for a directive
Recital 9 a (new)

Text proposed by the Commission Amendment

(9a) This Directive does not apply to 
organ transplantations. Due to their 
specific nature, they will be regulated in a 
separate directive.

Or. en

Amendment 23
PPE-DE, PSE, ALDE, GUE/NGL, UEN
Compromise amendment replacing Amendments 

Proposal for a directive
Recital 25 a (new)

Text proposed by the Commission Amendment

(25a) If there are several methods 
available for treating a certain disease or 
injury, the patient should have the right to 
reimbursement for all methods of 
treatment that are sufficiently tried and 
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tested by international medical science, 
even if they are not available in the 
patient’s Member State of affiliation.

Or. en

Amendment 24
PPE-DE, PSE, ALDE, GUE/NGL, UEN
Compromise amendment replacing Amendments IMCO 16, 169, 171, 13; if adopted, 168 will
fall

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, including the 
future legislation on falsified medicinal 
products (Directive XXXX/XX/EC) and 
pharmacovigilance (Directive 
ZZZZ/ZZ/EC), 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 medically or in pharmacies and 
used in the patient's own Member State. 
The removal of regulatory and 
administrative barriers to such recognition 
is without prejudice to the need for 
appropriate agreement of the patients' 
treating physician or pharmacist in every 
individual case, if this is warranted by 
protection of human health and is 
necessary and proportionate to that 
objective. Such 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 and without 
prejudice to the validity of national 



AM\Bowis CompromiseEN.doc 25/25 PE000.000v01-00

EN

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.

Or. en

Amendment 25
PPE-DE, PSE, ALDE, Verts/ALE, GUE-NGL, UEN
Compromise amendment replacing Amendments (to be checked)

Proposal for a directive
Recital 13 a (new)

Text proposed by the Commission Amendment

(13a) Member States should ensure that 
in the application of this Directive 
patients are not encouraged against their 
will into receiving treatment outside of 
their Member State of affiliation;

Or. en
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