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„Start by doing what's necessary then do what's possible and 
suddenly you are doing the impossible”                                                                  

Saint Francis of Assisi

http://www.eurowilliams.org, www.williams.org.hu, www.eurordis.org, www.orpha.net

http://www.eurowilliams.org,www.rirosz.hu/
http://www.eurordis.org/
http://www.orpha.net/


Based on Regulation 883/2004  



It was contradictory to other  EU laws! Was adopted to 
guarantee access to care in the state of residence for 
migrant workers and their dependants. It also covered 
treatment received outside the state of residence or 
affiliation, under the following conditions:
• Occasional care: when temporarily in 

another Member State (the European Health 

Insurance Card EHIC is necessary)
• Planned care: Patients moving to another Member State 

specifically to obtain care. Need to be granted by prior 

authorization (certified by a S2 form (former E112)) -

treatment cannot be provided within medically justifiable 

time-limits, the so-called “undue delay”.

• When OK: actual costs reimbursed



The European Court of Justice judgements initiated by 
individual patients:

Decker  C-120/95
Kohl C-158/96
Ferlini C-411/98
Smits and Peerbooms C-157/99
Vanbraekel C-368/98
Inizan C-56/01
Muller-Faure and van Riet C-385/99
Leichtle C-8/02
Watts C-372/04
Stamatelaki C-444/05

These judgments can be found here: http://eur-lex.europa.eu/en/index.htm

http://eur-lex.europa.eu/en/index.htm


• help patients across the EU to get the care 
they need and to improve the effectiveness 
and the efficiency of healthcare systems 
overall.

• address the lack of information and 
uncertainties regarding patient rights and 
quality of treatment abroad. It can prevent 
patients from seeking out these opportunities

Directive 2011/24 was adopted in 2011 to codify 
the rights to healthcare abroad, which derived 
directly from the free movement provisions of 
the European Treaty, and which exists alongside 
the rights created by the Regulation. 



1.Help patients to exercise their 
rights to reimbursement for 
healthcare received in another EU 
country

2.Provide assurance about safety and 
quality of cross-border healthcare

3.Establish formal cooperation 
between health systems



• Information to patients
Patients will have to access to all relevant 
information via National Contact Points

• Rules of reimbursement
Clarification of rules – patients will know:
a, need for prior authorisation; b, reasons for refusal; 
c, level of reimbursement, and d, need for up-front 
payment

• Procedural guarantees
Patients will benefit from:
a, clarification of responsibilities; b, clear rules if 
something goes wrong; c, right to review of 
administrative decisions; d, right to judicial 
proceedings



• Easier access to information
The National Contact Points will make patients, 
health professionals and payers of healthcare aware 
of the possibilities for referral to other MS-s

• Dissemination of expertise
By means of e-Health tools, databases (Orphanet, 
etc.) and networking of Centres of Expertise

• Fostering appropriate clinical assessment
Decisions about prior authorisation (for diagnosis 
especially) should be based on appropriate clinical 
evaluation by experts in that field



• Transparency and accountability
Information on healthcare providers 
and on standards applied

• Member States responsibility
Refusal of prior authorisation if 
doubts over quality and safety of 
healthcare provider

• Cooperation of Member States
On standards and guidelines on 
quality and safety



• Recognition of prescriptions
A prescription issued in another country will 
be more effectively recognised

• European Reference Networks
They will bring together specialised centres 
across Europe helping health experts to 
disseminate information and expertise

• Health Technology Assessment
A permanent EU structure of cooperation to 
help decision-makers to make the right 
decisions on health investment and spending

• E-Health
A first step towards „interoperability” of ICT 
for health at EU level for safety and quality of 
care, continuity of care, and health research



• Consultation
• Examination
• Surgery
• Treatment, including 

medicines
• And this is not 

restricted to 
diagnosis



• The Directive on Patients’ Rights for Cross-Border 
Care has been officially adopted on 9 March 2011. 

• Member states had a period of 30 months to 
transpose it in their national legislations by 25 
October 2013.

• Prior authorisation not needed, except the 
treatment is on the new « list of treatments »

• When it is on the list, reimbursement is possible 
on the basis of their cost in country of affiliation

It is possible that patients would find it better to 
apply for cross border health care under the 
Regulation than under the new Directive! 



• Member State to define the list of treatments for which 
prior authorisation is required.

• Every Member State will have to create a National 
Contact Point where the public can find information on 
which type of care is available in which European 
country and at what cost. 

• These contact points will provide patients with 
information about their rights and entitlements, as well 
as practical aspects of receiving cross border healthcare, 
e.g. information about healthcare providers, quality and 
safety, accessibility of hospitals for persons with 
disabilities, to enable patients to make an informed 
choice.



• For healthcare which involves overnight 
hospital stay of at least one night;

• for highly specialised and cost-intensive 
healthcare;

• in serious and specific cases relating to the 
quality or safety the care provided abroad. 

In these 3 cases, patients may need to ask 
for permission in advance from their 
national health authority in charge of 
reimbursement.



Example: patient lives in Italy and goes to Czech Republic 

to receive a specific treatment. This treatment is not on 

the list of treatments requiring prior authorisation.

Regulation or Directive Regulation: S2 form (ex 

E112) and prior authorisation 

required

Directive: no prior 

authorisation

Cost of treatment, Czech 

Rep.

30 000 € 30 000 €

Cost of treatment, Italy 26 000 € 26 000 €

Advance payment by 

patient

* Sometimes zero

3 000 €* 30 000 €*

Remaining costs 27 000 €

paid by Czech healthcare 

system to hospital

Health insurance Italy 

reimburses 26 000 € to 

patient, not 30 000 €

Health insurance Italy 

reimburses 3 000 € to patient

Cost for patient 0 € 4 000 €



• if the patient seeking cross-border 
healthcare will be exposed to an 
unacceptable safety risk, 

• if the general public will be exposed to a 
substantial safety hazard, 

• if the healthcare is provided by a 
healthcare provider that raises serious 
concerns over quality and safety of care, 

• or if the healthcare can be provided on 
its territory within a medically justifiable 
time-limit.



• If the list of benefits does not expressly and 
precisely specify the treatment method 
applied, but defines „similar” types of 
treatment reimbursed

• and if no alternative treatment which is equally 
effective can be given without undue delay in 
the Member State on whose territory the 
insured person resides”.

If Bulgarian list says: 

Type of treatment covered: « For eye cancer: 

radiological or surgical treatment »

If Bulgarian list says:

Type of treatment covered: « For eye cancer, 

enucleation only »

Then reimbursement of proton-therapy as 

provided in Berlin cannot be refused

Then reimbursement of proton-therapy as 

provided in Berlin can be refused 

only the cost that is equivalent to the cost of 

enucleation to be reimbursed



Health care in EEA* state 
or Switzerland

Planned care

Non hospital care

With 
authorisation 
(undue delay)

Cost is based on 
cost of treating 

country or 
according to 

home country 
tariff

Without 
authorisation

You meet the costs, 
then you can obtain 
reimbursement on 
the basis of their 
cost in country of 

affiliation

Hospital care

With 
authorisation 
(undue delay)

Cost is based 
on cost of 
treating 

country or 
according to 

home country 
tariff

Without 
authorisation

Reimbursement 
can be refused 

(based on 
objective and 
transparent 

criteria)

Unforeseen care:

Without EHIC 
reimbursement is 

possible on the 
basis of their cost 

in country of 
affiliation

Covered by 
EHIC**

*European Economic Area;            **European Health Insurance Card



Have you ever heard about CBHC Directive? 60%

Do you know any patient who tried it 0%

Is there any demand for CHBC in your patient 

group?
80%

Would you participate in a network to 

monitor the implementation of the 

Directive?

100%

• Bureaucratic and too long decision 
making!

• Patient needs to prepay, than a 
reimbursement is possible.

• Lack of reaching out to society
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34%

17%4%

26%

19%

Asking for general information

EHIC card

Patient's complain

CBHC out

CBHC in

• More, than 100 requests 
since the directive came 
into effect

• 90 % Hungarian 
patients and experts 

• From the EU: A, RO, GB, 
NL, CZ, SK, SLO, E, F, I, 
LV, CH 

• Several questions about 
EHIC card.



 For every patient treated earlier, a gain in EU-wide 
healthcare efficiency, AND of EU-wide well-being

 Patient-mobility remains limited (currently 1%); but 
impact for individual patients is high

 No significant impact on 
national budgets.

 Quality and safety of 
cross-border care improves

 More clarity for all about 
rules for reimbursement of 
care

 Patients have better access
to the care they need



• Get informed about the content and 
the implications of the Directive

• Can raise awareness and help 
patients find the right information

• Propose concrete measures of 
interest to patients 

• Insist on NCP involves the patient 
organizations as regular partners

• Create guidelines for information to 
patients

• Feed back experiences to decision 
makers



• Better networking is necessary to help a better care 
of WS patients in Europe:

1. Network of professionals – do we need to joint to 
the forming European Reference Networks 
(ERNs)? – pilot was: DYSCERNE - European network of centres 

of expertise for dysmorphology (leader: Pr Jill Clayton-Smith, 
Manchester)

2. Network of researchers – should we create a WS 
registry?

3. Network of patients – do we want to joint to 
RareConnect communities?



Rationale for European Reference Networks:
•   Centralization of expertise or resources for
•   Rarity of expertise, low prevalence, complexity, or high cost 
treatment (First call in next spring!)

Concept of European Reference Network of Centers of
Expertise:
•   Demonstrate ‘Added Value’ at an EU level
•   Healthcare, not research
•   Effective networking, enhance communication
•   Flexible in model, inclusive not exclusive,
•   Centralized care vs. referral networks: shared care
arrangements
•   Leveling up of knowledge and expertise through dissemination
•   Collaboration and cooperation



Networks are required to have:
•  Minimum of 10 healthcare providers from 8 MS
•  Member State must endorse Centres of Expertise
•  Centres can be Associate or Collaborative National
Centres
•  Technical assessment completed based on a common
assessment manual
•  Assessment completed by an Independent Body
•  Member State Board will approve applications
•  No funding invested by MS
•  Accreditation with EU Logo
•  Positive assessments will be made public



“Every person with a rare disease has a home”

• Undiagnosed and diagnosed areas (e.g. Network of 

networks which specialise in diagnostic 

methodology, tools, functional testing, genomics … ) 

• Clinical area (e.g. Neurology, Neuromuscular, 

Psychiatry, Skin, Kidney, etc.) 

• Clinical grouping (e.g. Genetic Disorders, Metabolic 

Disorders, Epilepsy, Oncology) 

• Clinical intervention (e.g. Transplantation, Gene 

Therapy, Radiotherapy) 

• Mixed models 



1.   Undiagnosed Conditions RD ERN
2.   Immunologically-mediated and Systemic
3.   Cardio-Vascular Diseases ERN
4.   Malformations/Medical Genetics/Neuropaediatrics RD ERN
5.   Dermatological diseases RD ERN
6.   Endocrinal Diseases RD ERN
7.   Hepatogastroenterological Diseases RD ERN and Severe Intestinal Disorders RD ERN
8.   Non-Malignant Haemotological Diseases RD ERN
9.   Hereditary Metabolic Diseases RD ERN
10. Neurological Diseases RD ERN
11. Neuromuscular RD ERN
12. Pulmonary RD ERN
13. Kidney RD ERN
14. Connective Tissue Framework RD ERN and Specialist Rheumatology Diseases RD ERN
15. Head & Neck Malformations RD ERN and Sensory Diseases RD ERN (including rare 

opthalmological, congenital and genetic disease)
16. Cancers RD ERN
17. Other Rare Diseases RD ERN
18. Rare Orthopedic diseases including Complex Spinal Disorders RD ERN
19. Women, neonatal and children RD ERN



• It is an organized system that uses observational study 

methods to collect uniform data (clinical and other) 

• It evaluates specified outcomes for a population defined 

by a particular disease, condition, or exposure, and that 

• It serves a predetermined scientific, clinical, or policy 

purpose

• Specify experts, institutions, possible care, etc.

• Track natural history of a disease process 

• Measure or monitor safety and harm

• Evaluate clinical, comparative or cost effectiveness

• Measure and/or improve quality of care



CONSENT TO [RE-]GET CONSENT TO STORE CONSENT TO DO



Patient-led 
Social 
Network 
for Rare 
Diseases.

www.rareconnect.org



• 66 disease-specific communities across 5 
languages

• 80.000 monthly unique visitors from 190 
countries

• 12000 members (each member spends 12 minutes/per 
visit on avg)

• +100,000 words translated each month

Working together; breaking borders; supporting
quality; 

Activities: Live and on-demand webinars
Explaining research and clinical trials; Capacity-building

on new trends; Targetted online advertising campaigns; 
Tutorials and best practises; 



www.eurowilliams.org, www.williams.org.hu, www.rirosz.hu, 
www.eurordis.org

Hungarian Williams Syndrome Association

e-mail: pogany@williams.org.hu
address: 1089 Budapest, Orczy út 2.
Tel: (36-1) 326-7492, Fax: (36-1) 438-0739 
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69%

16%

11%
3%

1%

Croatia

Italy

Austria

Hungary

Other countries

• Call center – (00 386)13077222,  
± 6 calls/day 

• E-mail – kontakt@nkt-z.si,  
± 2 e-mails/day

• Personal consultation , 
± 1/week


