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The eHealth Users’ Stakeholders Group is an Advisory Group of the i2010 
Subgroup on eHealth, working under the coordination of DG INFSO. It represents 
users of IT in health settings, including health professionals, patients and citizens 
(Members of this group are listed in annex 1).  
 
The Group would like to welcome the opportunity to submit comments to the working 
document on the processing of personal data relating to health in electronic health 
records (EHR) prepared by the Article 29 Data Protection Working Party.  
 
We agree with the approach of the document to provide more legal certainty to an area 
of such high sensitivity. However we would like to underline the fact that data protection, 
particularly in what concerns health data, is not simply a legal question, but also, and 
most importantly, an ethical question.  
 
Therefore, we believe that the distinction between legal and ethical aspects of EHR 
systems could be further expanded in the document. It is indeed a very important one 
and there are/should be complementarities between legislation and codes of conduct, 
with the view to have a workable EHR system. Our Group would like to express its 
willingness to take this discussion a step further and constructively contribute to the 
Working Party’s work.   
 
We understand the need for clarification and welcome the guidance on the interpretation 
of the applicable data protection legal framework for EHR systems provided by this 
working document. Nonetheless, the strict legal interpretation may leave out specific 
situations which can occur in the real and daily use of EHR in health settings.   
 
Along these lines, we consider that providing examples as the one given on page 10 of 
the working document, although illustrative, may be misleading and could create 
misinterpretation. 
 
Moreover, we would like to underline the importance of ongoing monitoring and 
evaluation of EHR use. To this end, considering the patient’s and the healthcare 
professional’s direct experience in using EHR will provide important feedback. 
 
We accept the concept of “consent” as indeed this is a fundamental one in the 
relationship between patients and healthcare professionals. More than a legal concept, 
informed consent implies shared responsibilities, involvement of patients in the decisions 
concerning their health and a psychological contract between patient and healthcare 
professional towards compliance with and adherence to therapies.  
 
However, we would like to ask for caution when identifying “opt-in” requirements 
(especially when processing data especially when processing data that are particularly 
sensitive) and “opt-out” possibilities for less intrusive data.  In our opinion, it is of vital 
importance to identify those situations which are genuinely of high degree of sensitivity 
and would not imply taking unnecessary risks with the patient’s health. In our opinion the 
“opt-in” requirements should be kept within a narrow scope of application.  
  
As a more general comment we would like to mention that stating that "the cost of public 
health care schemes are dramatically increasing" leaves out the important perspective of 
investing in health, highlighting solely the negative cost of providing health services to 
the population. In some cases it increased because countries needed and need it, and 
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dramatic is certainly not an appropriate word for most countries. In addition, presenting 
EHR as one of the solutions to tackle such cost increase without naming others is 
misleading. In our opinion, we would expect that quality and continuity of care would be 
the leading reasons for taking forward EHR, and we would very much appreciate to see 
those taken into account rather than focusing too much on the economic aspects.  
 
Furthermore, we are of the opinion that data protection regulation should be particularly 
considered in the context of patient mobility. A mobile patient should be followed by 
mobile relevant data in order to optimise the service (and payment) to and treatment 
of the patient. 
 
We recognise and commend that the Working Party seeks to protect first and foremost 
the rights of individual persons. There is a concern, however, that allowing only for EHR 
systems to exist ‘legally’ under the derogations provided for in Article 8 (4) (i.e., 
individual Member States each have to pass own legislation proving substantial public 
interest of an EHR system) will further complicate health systems, and, given the 
mobility of citizens within the EU, such a strict interpretation might actually come at a 
detriment to the health of individual persons. We therefore strongly urge that Member 
States work together when developing or creating their EHR systems, thus ensuring a 
minimum amount of interoperability and some harmonisation at EU level. Alternatively 
and in parallel, we would encourage that technological solutions be examined in view of 
analysing further whether EHR systems could indeed respect the conditions outlined in 
Article 8 (3), thus allowing for a wider set of derogations.  
 
In conclusion, the group wishes to state its support for the creation and development of 
EHR systems as means of answering to the principles of our respective health systems 
(e.g., universality, quality, access, safety, efficiency and sustainability), as well as those 
of wider public health objectives. The protection of the individual’s rights and privacy are 
key tenets of these health systems, and must continue to be respected. Achieving such 
a balance is feasible through such means as EHR systems, and the added value of 
collaborating on this at EU level should not be underestimated nor unnecessarily 
hindered. 
 
 
Please note that: 
• Members of the eHealth Stakeholders’ Group support the contribution already sent by the 

Patients’ and Citizens Task Force of EHTEL individually. 
• A specific contribution will still be sent by CPME.   
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ANNEX 01 
AGE – European Older People’s Platform 
 

AGE - the European Older People's Platform is a European network of 
organisations of people aged 50+ and represents over 22 million older 
people in Europe. AGE aims to voice and promote the interests of the 150 
million inhabitants aged 50+ in the European Union and to raise awareness 
of the issues that concern them most. 

Rue Froissart 111, B-1040 Brussels – Belgium 
Tel: +32 2 280 14 70 – Fax:+32 2 280 15 22 
E-mail: info@age-platform.org - Web: www.age-platform.org  

  
 
AIM – Association Internationale de la Mutualité 

 

 

 

AIM brings together 43 social health insurance organisations in 29 countries. These organisations 
provide coverage against sickness and other social welfare risks to around 175 million people, either 
by participating directly in the management of compulsory health insurance, by providing voluntary 
health insurance or by delivering directly health care and social services through own facilities. 

50 rue d’Arlon ● B-1000 Brussels Tel.: +32 2 2345700 ● Fax: +32 2 2345708 
E-mail: aim.secretariat@aim-mutual.org - Web: www.aim-mutual.org  
 
 
CPME – Standing Committee of European Doctors 

 
The Standing Committee of European Doctors (CPME) is the representative body of about 2 million 
physicians in Europe. Its aims are: a) to promote the highest standards of medical training and medical 
practice, through advocating: i) public health; ii) the relationship between patients and doctors; iii) the 
free movement of doctors and patients within the European Union;  b) to achieve the highest quality of 
health care in Europe.  

It is composed of the most representative non-governmental national medical organisations in EU/EEA 
countries, that is to say 30 National Medical Associations. It also unites associated members, 
observers and associated organisations (specialised European medical organisations).  

Rue de la Science, 41 - B-1040 Brussels – Belgium Tel. : + 32 2 732 72 02 – Fax: + 32 2 732 73 44 
Email: secretariat@cpme.eu - Web: http://www.cpme.eu   
 
 
EFN – European Federation of Nurses Associations    
 

The European Federation of Nurses Associations (EFN) was established in 
1971. EFN represents over one million nurses and is the independent voice of 
the profession. The mission of EFN is to safeguard the status and practice of 
the profession of nursing and the interests of nurses in the EU and Europe.  

Clos du Parnasse, 11A - B-1050 Brussels – Belgium 
Tel.: +32 2 512 74 19 - Fax: +32 2 512 35 50 
Email: efn@efn.be  - Web: www.efnweb.org 

 

mailto:info@age-platform.org
http://www.age-platform.org/
mailto:aim.secretariat@aim-mutual.org
http://www.aim-mutual.org/
mailto:secretariat@cpme.eu
http://www.cpme.be/for_the_press.php
mailto:efn@efn.bee
http://www.pcnweb.org/
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EFMI – European Federation for Medical Informatics 
 

The objectives of the European Federation for Medical Informatics 
(EFMI) founded in 1976 are: to advance international co-operation and 
dissemination of information in Medical Informatics on a European basis; to 
promote high standards in the application of medical informatics; to 
promote research and development in medical informatics; to encourage 
high standards in education in medical informatics; to function as the 
autonomous European Regional Council of IMIA. Currently, 30 countries 
have joined the Federation. 

Telemedicine and Electronic Health Record, medis-Institute, GSF National 
Research Centre, Ingolstaedter Landstr. 1, München/Neuherberg  
Germany 85764 
Tel.: +49 89 3187 4138 - Fax: +49 89 3187 3008 
 Web: http://www.efmi.org      

 
 
EHMA – European Health Management Association 

  
The European Health Management Association is a network of 
health organisations throughout Europe. Its objective is to improve 
health through better management by: building bridges between 
countries, academia, managers, policy makers and health 
professionals; sharing knowledge between experts and health 
organisations so that we can influence policy in Europe. 

 
4, Rue de la Science, Brussels 1000, Belgium  
Tel.: +32 2 502 6525 
Email: boffice@ehma.org  - Web: www.ehma.org 

 
 
EHTEL – European Health Telematics Association 

 
EHTEL (European Health Telematics Association) is a neutral, not-for-
profit association of all healthcare actors, for the promotion of telematics 
solutions in healthcare across Europe. 

 
Maison Européenne de la Protection Sociale (M.E.P.S.), 50 Rue d'Arlon       
B-1000 Brussels, Belgium  
Tel: +32 2 230 9650 - Fax: +32 2 230 7773 
Email: info@ehtel.org  - Web: www.ehtel.org    

 
 
EPF – European Patients Forum 
 

EPF is an umbrella organization of patients’ organizations - and a strong 
patients' voice to drive better health in Europe. Our vision is patient-
centred, equitable healthcare throughout the European Union. Twenty-
seven patient organisations are currently members. 
 
European Patients Forum "Park Leopold",  
Rue Wiertz 50/28, B 1050 Brussels  
Tel.: +32 2 401 61 71;+32 2 401 61 72 Fax.: +32 2 401 68 68  
Email: info@eu-patient.eu  - Web: www.eu-patient.eu  

 

http://www.efmi.org/
mailto:boffice@ehma.org
http://www.ehma.org/
mailto:info@ehtel.org
http://www.ehtel.org/
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http://www.ehma.org/home/default.asp?NCID=1
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HOPE – European Hospital and Healthcare Federation 
 

 
 

 

 
HOPE seeks to promote improvements in the health of citizens throughout 
the countries of the European Union, and a uniformly high standard of 
hospital care throughout the European Union and to foster efficiency, 
effectiveness and humanity in the organisation and operation of hospital 
services and of the health systems within which they function. 
 
Bd. A. Reyers 207-209, b7, 1030 Brussels, Belgium 
Tel.: +32 2 742 13 20 - Fax: +32 2 742 13 25 
Email: sg@hope.be Web: www.hope.be  

OPEN EHR – Open EHR foundation 
 
The openEHR Foundation is an independent, non-profit 
community, facilitating the sharing of health records by consumers 
and clinicians via open-source, standards-based implementations. 
 
Email: info@openEHR.org Web: http://www.openEHR.org  

 
 
PGEU – Pharmaceutical Group of the European Union  
 

The Pharmaceutical Group of the European Union (PGEU) is the 
European Association representing community pharmacists in 29 
European countries including EU Member States, EU candidate 
countries and EFTA members. Through its members the PGEU 
represents over 400.000 pharmacists in Europe. 

Rue du Luxembourg 19-21 - 1000 Brussels - Belgium 
Tel: +32 2 238 08 18 - Fax: +32 2 238 08 19 
Email: pharmacy@pgeu.eu - Web: www.pgeu.eu    
 

 
UEMS – European Union of Medical Specialists 
 

The European Union of Medical Specialists (UEMS) was established in 
1958 and currently represents 1.5 million specialist doctors in 34 countries 
through its National Medical Associations and its 37 Specialist Sections and 
Boards.  

The UEMS represents the professional interests of European Medical 
Specialists, notably by setting standards for high quality healthcare practice, 
harmonizing the highest level of medical training and promoting the free 
movement of specialist doctors within the EU. 

Avenue de la Couronne, 20 - BE-1050 Brussels - Belgium 
Tel: +32 2 649 51 64 - Fax: +32 2 640 37 30 
Email: asg@uems.net - Web: www.uems.eu  
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