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1 Introduction 
 
The European Commission held a workshop, with title: “Telemedicine and 
Legal aspects” in European Commission premises in Brussels. This workshop 
accommodated 11 speakers, 71 attendees and its web page reached 3682 
visits from ePractice members.  

The following report documents the presentations made during the workshop 
session. 

Ms. Petra Wilson, Chairperson, opened the workshop and urged 
participants to actively contribute towards a constructive discussion.  Ms. 
Wilson stated that the objective of the workshop is to consider in detail four 
particular elements of the provision of telemedicine in the EU legislation, while 
the current interest is to report on particular experiences of the Member 
States. Ms. Wilson briefly discussed details of the agenda and thereafter 
introduced Mr. Ilias Iakovidis, Acting Head of Unit, ICT for Health, European 
Commission. 

2 Morning session 
 
The morning session related to specific case studies in the areas of 
Teleradiology and Teleconsultation and explored the subjects of licensing and 
reimbursement from different perspectives. This session consisted of 7 
presentations. 
 
Mr. Ilias Iakovidis introduced the morning session and welcomed all the 
participants. He explained that the ICT for Health Unit mainly focuses on 
research projects. He explained that research is very different from actual 
deployment and for this reason an effort is currently underway in order to 
establish clarity in terms of the Directive’s guidelines and necessary actions to 
equip the medical industry. 
 
Mr. Iakovidis pinpointed the fact that the current workshop will focus on 
Telemedicine and urged participants to drill on the essence rather than aiming 
to distinguish the most appropriate definitions or names to describe 
Telemedicine and relevant medical services. He added that the legal issues 
are important and require to be clarified in terms of the EU body of 
regulations. For this to happen, it is important to give rise to business cases 
and actual corporate knowledge that could support all kinds of working 
papers, but mostly build the legal framework that Member States could tune 
in.  
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2.1 General presentation of the draft Staff Working Paper on the 
applicability of existing EU legal framework to telemedicine 
services 

 
Ms. Catalina Dima, European Commission, ICT for Health, primarily 
thanked attendees for their high participation and mentioned that a staff paper 
is currently being prepared that will shed light in the area of Telemedicine.  
 
According to a communication directive issued by the Commission in 2008, 
the field of Telemedicine requires legal clarity. For this to happen, the existing 
telemedicine framework will have to be analysed, in order to primarily identify 
the scope, depth and borders of the applicability of the legal framework of 
Telemedicine, but also identify which existing laws do not apply to 
Telemedicine. From a general presentation of community laws applicable to 
Telemedicine to specific applications that currently emerge, the analysis will 
aim to identify any existing legal void, overlapping or redundancy.  
 
Teleradiology has promised high benefits and will enter the mainstream in 
less than 2 years. Home health telemonitoring will enter the market in 5-10 
years. Nevertheless, telemedicine applications are heterogeneous and have 
peculiarities. In consultation with Member States, the identified problematic 
areas to be addressed are: licensing/accreditation, reimbursement, liability, 
and personal data protection, which are mainly the areas that this workshop 
will tackle.  
  
In terms of definitions, Telemedicine is the provision of healthcare services, 
through the use of ICT, in situations where the health professional and the 
patient are not in the same location. It relates to a wide variety of Healthcare 
services, including teleradiology, telepathology, teledermatology, 
teleconsultation, telemonitoring, telesurgery and teleophthalmology that  
involve the secure transmission of medical data and information, through text, 
sound, images or other forms needed for the prevention, diagnosis, treatment 
and follow-up of patients and are provided at a distance. While the service 
moves, neither the patient nor the health professional move.  

 
The Staff Working Paper that is being prepared will present the overarching 
freedom established in the Treaty. According to the case law of the European 
Court of Justice, medical services are services within the meaning of the 
Treaties and should be provided freely. Also, the principle of freedom to 
provide services applies to services provided at a distance. Telemedicine is 
considered to be a medical service provided at a distance. Therefore, it should 
be provided freely within the internal market.  
 
The definition of an information society service can be found in the 
Transparency Directive: “any service normally provided for remuneration, at a 
distance, by electronic means, at the individual request of a recipient of 
service”. Most telemedicine services fall within this definition, with the 
exception of health services provided by telephone.  
 
The consequences of qualifying telemedicine as an information society 
service are that: 
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 there is an general obligation to inform (e-Commerce directive) – 
general information and specific information for regulated professions 
(professional body with whom they are registered, professional title, 
applicable professional rules);  

 Member States and the Commission encourage the drawing up of 
Codes of Conduct at Community level – soft law ethical aspects 
regarding the provision of services and  

 any draft national legislation specifically directed at ISS should be 
notified to the Commission (Directive 98/34, as amended by Directive 
98/48) before adoption from the Member States. 

 
Regarding the problematic area of licensing, there are two questions to be 
addressed:  
 
The first question is: ñIn a cross-border telemedicine scenario, does the 
telemedicine professional need to be licensed/registered also in the MS of the 
patient?ò  
Directive 2005/36 is not applicable, since it requires physical presence of the 
health professional in the patient’s country. The E-Commerce is applicable, if 
Telemedicine is considered to be an ISS. However, the country of origin 
principle applies, where the professional has to be licensed in the country 
where he is established and no registration is required in the country of the 
patient. Exceptions are possible, namely for reasons of public health 
protection. If telemedicine is not considered to be an ISS, then the E-
Commerce Directive is not applicable, and the principle of freedom to provide 
services and corresponding ECJ case-law applies.  
 
The second question is: ñCan MS require/impose a specific license for 
practicing telemedicine?ò According to the E-Commerce Directive, there is a 
prohibition to impose a specific prior authorisation, which is specifically and 
exclusively targeted at ISS. In this case, no special license for providing 
telemedicine services can be imposed and the normal medical license should 
suffice. 

 
On the issue of reimbursement at a cross-level section: The Regulation No. 
1408/71 is not applicable, since it only applies to situations where the patient 
relocates/travels to the country of the health professional. There is a 
mechanism for reimbursement of health services established by ECJ based 
on Treaty provisions regarding the free movement of services. There is no 
case-law on reimbursement of telemedicine services. However, according to 
the Draft Directive on patients’ rights in cross-border healthcare, telemedicine 
services can also be included, considering the wide scope of the directive.  
 
Concerning reimbursement at a national level, the main issue is that in some 
Member States, telemedicine is not recognised as a proper medical act for 
reimbursement purposes.  Member States should start envisioning ways of 
reimbursement, for instance through analogy to the similar traditional ways of 
treatment. 

 
In terms of liability, since there are a lot of actors involved in telemedicine— a 
distinction should be made as to the type of liability.  
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• Medical liability and services liability – national laws will come into play; 
in cross-border situations—which national law would be applicable to 
be identified using Rome I/Rome II Regulation (contractual/non-
contractual obligations) and the e-Commerce Directive. 

• Product liability – EU legislation on no fault liability for defective 
products as implemented in national law. 

• In the e-Commerce Directive, no liability of intermediaries (ex. Internet 
service providers) for “mere conduit”, “caching” or “hosting”. 

• Draft Directive on patients’ rights – MS of treatment shall ensure the 
following are in place: systems of professional liability; systems for 
making complaints. 

 
Regarding Health Data protection: 

• Art. 8 ECHR and Art. 8 EU Charter of Fundamental Rights 
• General principles of data processing (Data Protection Directive): 

Health data is sensitive data and there is a prohibition to process and 
certain exceptions, such as the obligation of the data controller to 
implement appropriate security measures to protect personal data 
(sensitive data like health data require stricter measures of protection); 
Directive 2002/58 – processing of data in the electronic 
communications sector. 

 
In Conclusion, the EU legislation still has to be adapted to telemedicine 
services and the existing legislation should be extended. Member States 
actions have to be identified in view of eliminating existing barriers to the 
provision of telemedicine services. Concrete examples are necessary to 
display how the existing EU legislation applies to Telemedicine.  
 
 

2.2 The Telemedicine Forum on ePractice 
 
Mr. Nikos Giannelos, ePractice Team discussed the ePractice platform.  
 
ePractice is a web platform supported and sponsored by the EC focusing in 
ePublic domains. The site is divided in sections; cases, news, events, 
workshops and resources, and 33 communities have been initiated since 
February 2008 with different interests on wide or narrow topics.  
 
Concerning the Telemedicine community, it is aimed at experts of 
Telemedicine; to discuss with other professionals; find things of common 
interest; and become members to create a critical mass and make our voices 
heard, in terms of regulations, policies and foster synergies, communication 
and partnerships to promote our common objectives.  
 
He finally urged participants to visit the site to upload their cases and any 
other content items, while be supported by the facilitators at all times.   
 
Question by Mr.  Alexander Borve:  
 
ñWould an Internet search engine be considered an information society 
service?ò 
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Ms. Catalina Dima: if it complies with the definition of an information society 
service —meaning that it is a service normally provided for remuneration, at a 
distance, by electronic means, at the individual request of a recipient of 
service, then an internet search engine would be considered an information 
service. 
 
Question by Mr.  Alexander Borve:  
 
ñWould you suggest then that Google would have to comply with the EU 
legislation you mentioned?ò 
 
Ms. Petra Wilson: There is no doubt that Google has to comply with the 
eCommerce Directive and the internet services legislation. It remains to be 
seen how far Google Health is subject to these legislations. One of the things 
we should discuss is the difference between telemedicine as a business to 
business relationship between clinicians and the Google health type of 
service, which is much more of a traditional business to consumer type 
relationship. There are also new arising issues around the corner, like the 
provision of Health services via mobile devices, GSM networks. 
 
Ms. Catalina Dima: one additional consideration is where Google has been 
established—if it is within the EU borders, then it would have to comply with 
the E-commerce Directive.  
 
 

2.3 Teleradiology study case  
 
Dr. Peter Pattynama, Erasmus university Medical centre, Rotterdam, 
discussed a case on Teleradiology. 
  
Dr. Pattynama stated that Teleradiology or Telemedicine should not be 
considered as merely an information society service. Primarily, these services 
are medical acts, necessitating that the protection of patients is much heavier 
at a national level than it is in the case of information society services. 
 
Teleradiology is a mere example of Telemedicine. It is a ripe field, where the 
doctors begun from taking a patient’s report to the other point of the world in 
the middle of the night, to actually having the ability today to provide medical 
services through a new concept—an “e-Bay type of the highest bid and lowest 
prices”.  
 
The issues arising from a doctor-patient relationship relate to the subjects of 
licensing, reimbursement and liability.  
 
In terms of licensing; the professional standards of the doctors apply and 
personal safety is a priority. Teleradiology should be seen as a medical act, 
which is not the case in all MS. Concerning Reimbursement, there are not any 
good business models that would serve to really broad the scope of 
Teleradiology and the current market share does not really support an 
appropriate pricing of services. Especially in the case of a second expert 
reading that might be needed within a year, there is no incentive for such a 
service. Regarding Liability, Dr. Pattynama stated that there would be more 
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doctors to handle such cases if there was more clarity and certainty 
surrounding the legal aspects. Currently, there are very strong laws, many 
contractual relationships and many potential implications for liability.  
 
In conflict situations the question are “who has a contractual relation with 
whom?” and “how are these relations governed by law?” 
 
For cross-border conflicts (international civil law), the questions are “which 
judge is qualified (jurisdiction)?”, “which law applies (which can be different 
from that of qualified judge)?”, “can a verdict be materialized in a specific 
country?” 
 
Medical services are important from a distance, which can be cross-border 
within the EU or cross-border with other countries, such as India. The key is to 
maintain quality standards; provide the patient with the capacity to litigate, 
while ensure that these laws remain consistent and could be overseen, in 
case of legal implications and medical mistakes.  
 
As far as the Legal framework, it is heavily regulated at the Member States—
European Directives apply, hence the professional hopes are set to the cross-
border Health cases and the draft document/Directive that has been approved 
by EP. In particular, the Article 16 about eHealth and Telemedicine cites an 
amendment on the use of eHealth and Telemedicine, which should adhere to 
the same professional quality and medical standards as standard (not 
electronic) healthcare. 
 
From a medical standpoint, the main views regarding the Directive are the 
following: 

�ƒ The use of telemedicine should adhere to the same professional 
medical quality and safety standards as standard (non-electronic) 
health care. This contains, by definition, the requirement to use all 
available clinical data also in telemedicine. 

�ƒ Doctors undertaking cross border telemedicine … should have the 
equivalent regulatory requirement to those of the country where the 
patient accesses healthcare. 

�ƒ Regulation of telemedicine … should be the responsibility of the 
member state where the patient undergoes the … medical treatment. 

�ƒ Patients must be provided with comprehensive information regarding 
the outsourcing of image interpretation and give informed consent. 

�ƒ Specific telemedicine services should be classified as medical acts. 
 
Concerning the reimbursement issues, the main concerns relate to the 
appropriate price for Teleradiology product, which is the radiology report. 
Historically, the “radiology report” is the medical professionals’ end-of-the-line 
product. But radiology service also entails clinical services that actually 
occupy most of their working time. Now that the “radiology report” can be 
outsourced, their concern is what this would mean for reimbursement of their 
“clinical services”.  
 
These services mainly refer to second expert readings, which undoubtedly 
improve the quality of care, but it is uncertain whether the insurer would want 
to pay extra for this reading; also a 30% of time expenditure is spent on film 
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interpretation and a 70% on other patient-related activities ranging from tasks 
such as: conferencing in multidisciplinary teams, organizing workflow in 
department, consultancy, justification of examination in individual patient, 
optimizing, tailoring individual examination, ad-hoc problem solving whenever 
they arrive.  
 
In conclusion, Teleradiology can play a positive role in cost containment and 
quality improvement. The new Directive on Cross-Border Healthcare has 
certainly eased the professional concerns of the medical community regarding 
the pertinent legal issues and liability surrounding Telemedicine. However, the 
proposal is presently politically contentious and reimbursement issues remain 
to be addressed.  
 
Question by the audience:  
 
ñRegarding the legal framework, in particular Directive 2002/58 which applies 
to data protection in eCommerce, a new version of this directive has been 
adopted as part of the new telecommunication law framework. Does the new 
version display any improvement in comparison to the previous directive?ò 
 
Ms. Catalina Dima: Detailed questions on this subject may also be directed 
to Mr. Thomas Zerdick. I can mention one important improvement, which is 
that electronic service providers have to inform about any breach of the 
personal data to the competent authorities. 
 
Question by the audience: 
ñI am surprised that there are no questions about radiologistsô liability, in case 
something does go wrong. As an example, a patient receiving care in Sweden 
or Germany, with a doctor using a radiology service in Spain, would probably 
be entitled to higher damage compensation in Sweden or Germany than in 
Spain. Accordingly, do you believe teleradiologists should be subject to higher 
insurance premiums or other ways to mitigate the legal risk? 
 
Mr. Jan Schillebeeckx, ESR: Yes, we are indeed concerned with such risks 
and already considering increasing insurance, as well as other measures. 
 
 

2.4 Telemedicine: Handling patients with chronic foot wounds & leg 
ulcers 
 

Dr. Jane Clemensen, MedCom discussed a Teleradiology case.  
 
Leg and foot ulcers are an age-related illness. The average age of the 
patients is 74 years. Leg and foot ulcers are usually caused by diabetes, 
venous and arterial disease. Approximately 50% of all major amputations are 
preceded by a foot ulcer. In 2002, 300 legs were amputated in Norway and 
today 500-700 legs are being amputated per year.  
 
Due to the demographic age challenges in Europe, this area will be more and 
more important in the future. Patients with chronic diabetic ulcers are 
characterized by being elderly, often isolated socially and troubled with pain 
from the ulcer. The medical field is furthermore not prioritizing ulcer care very 
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high, which in itself prolongs ulcer treatment and thereby also healing. Thus, 
there is a need to find new solutions as an alternative to or support for the 
traditional care pathway. 
 
The idea is to use technology at someone’s place and ensure satisfaction for 
the patient and doctor. As a result, in phase 1, Dr. Clemensen, along with 
other actors set up an active process, developed technical solutions and 
invited all the participants to explore the different problems. In phase 2, the 
issue was on which technology to use, which would help the solution to the 
problem. The solution was simple: using two mobile phones and the ulcer 
medical record and this could be tested in the home of the patient. 
 
Based on this knowledge, the project idea is to use a telemedicine solution 
that would enable the patients to receive faster and more autonomous care. 
The solution should enable the patients to receive care and medical 
evaluation in their own home, while giving the medical specialist or GP the 
same possibility to get the same information that they would receive under 
normal circumstances. This IT system will communicate cross-sectional in the 
healthcare, as well as creating a clinical database on patients with chronic 
wounds. 
 
The telemedicine ulcer-evaluation should be based on a secure transfer of 
digital images between videophones or PDAs (standard devices) and a web-
based ulcer journal developed for this particular purpose. Through the transfer 
of images, the assigned medical specialist can assess the images, and 
thereby the ulcers, without consulting the patient in real life settings e.g. at the 
hospital. The solution thereby releases manpower due to the fact that the 
patients no longer have to go through the medical system every time the 
patients have their ulcer assessed. Furthermore, the solution increases the 
patient’s quality of life because it speeds up healing and enables the patient to 
have more independence and freedom. The patient thereby achieves more 
autonomy. 
 
As the patient group that is targeted is fragile elderly without any ICT 
knowledge, it is very important that the solution is handled by a home nurse or 
the like. The solution should not be handled by the elderly, but if interested 
they can have access to their personal records. 
 
The benefits of the project are quantitative and qualitative. Quantitative, since 
it helps to reduce the number of amputations; the number of out-patient 
contacts for the purpose of control and adjustments of the treatment; 
transportation costs; time consumption by the homecare nurse. 
 
At the same time, there are qualitative benefits, since it supports faster and 
more secure diagnosis; an optimized course of treatment, less workflows, 
better differentiation of the tasks and development of the patients’ and nursing 
staffs’ competences; no waiting time and reduced transportation time; reduced 
dependency on aids due to fewer amputations. 
 
The main players that will be involved in the setup are: 
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 The public care provider, i.e. the nursing staff or home nurse, handles the 
social care of the fragile patients. 

 The public health care system selects the patients assessed suitable to the 
solution’s possibilities. The medical staff thereafter takes over the medical 
treatment and supervision of the patient in collaboration with the nursing 
staff or home nurse. 

 
Working Procedure: 
 
A nurse in the primary health care sector consults a patient with a chronic 
ulcer. Data is recorded, in some cases using an electronic sheet of paper and 
an electronic pen. A photo is taken and all data is transmitted by the mobile 
internet to the database, and entered to that particular patient’s electronic 
record.  
 
An SMS sent to the doctor’s mobile indicates that new information has been 
entered. In some cases, the SMS is supplemented by: “Please call me”. The 
doctor can go to any computer, as the system is web based, and evaluate the 
data, phone the ulcer care nurses, still being in the home of the patient and a 
decision on treatment is made. For each patient a task force is created – 
wound care nurse, doctor, orthopaedist, and secretary and out-patient clinic. 
 
Within implementing the project, the major obstacle was the logistics of 
financial reimbursement for clinical departments for tele-consultations and 
combining the efforts of two separate organisations (primary and secondary 
health care). Other barriers include: access to patient data cross sectors, who 
has the responsibility if anything goes wrong? How do we secure sufficient 
written acceptance from patients? sharing of information between hospital, 
home and general practitioners; security questions like log of data and storage 
of data; financial reimbursement of telemedicine services. 
 
Question by Mr. Mario Romao to Ms. Catalina Dima and Mr. Ilias 
Iakovidis:  
ñTelemedicine is interpreted as an Information society service, in your 
presentation, but Member States do not always see it like that. Thus, there is, 
in my opinion a lack of clarity in terms of which Telemedicine cases could be 
considered Information services. What could the Commission do about that 
and how could we, the Telemedicine community, help?ò 
 
Ms. Catalina Dima: if a Telemedicine case falls with the definition of 
Information society services, then it would be considered an Information 
society service.  
 
As an additional comment to one of the previous questions, please note that 
here is a Vademecum published by the European Commission on the 
Transparency Directive (Directive 98/34/EC as amended by Directive 
98/48/EC) where it is clarified that search engines are information society 
services. 
 
Mr.  Ilias Iakovidis: Ministers and Member States should collectively decide, 
but healthcare professionals should help their work by pushing the national 
governments to pass the decision—there will be many portals being created 
that will provide access to records and online services to patients and will 
provide reminders for checkups and will support chronic diseases. 
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2.5 Licensing of telemedicine professionals 
 

Dr. Christian Dierks, Dierks + Boyle Attorneys discussed the subject of 
licensing of telemedicine professionals. 
 
Dr. Christian Dierks suggests that a license is a personal permission to 
practice as a physician and is, usually, granted by national authorities. 
Examples cited: British Medical Council (UK), Bundesärztekammer 
(Germany), Conseil National de l‘Ordre des Médicins (Belgium), Koninklijke 
Nederlandsche Maatschappij tot Bevordering der Geneeskunst (NL).  
Directive 2005/36/EC on the recognition of professional qualifications 
guarantees a common level of qualifications throughout the EU. 
Registration, on the other hand, refers to local requirements to practice as a 
qualified professional and necessitates a local presence of the physician. We 
need to differentiate between the mobility of the service provider and the 
mobility of the service. Seeing that telemedicine is about making the 
information circulate and not the patient or the physician, this situation is not 
covered by the legislation referred to before. 
Registration is meant to ensure patient/Consumer security, quality control of 
the service provided, etc. 
Concerning the mobility of the physician, the preconditions are: 
 Registration with the relevant Medical Council (Member-State provisions) 

�� For the whole of the EU this would require registration with 26 
other Member-State authorities (plus potential national split-up. 
In Germany: 17 Medical Councils (Ärztekammern). 

 
 EU-Member-state inhabitant, knowledge of language, proof of medical 

education.  
 
Authorisation might encompass the scope of activities. Does it depend on 
the qualification of the physician? Is there a special authorization to perform 
MRI, remote radiology? As an example, in Germany there is a certain law on 
the protection from radiation which sets up preconditions for doing 
teleradiology and this needs to be clarified with the relevant authorities to get 
the authorization to perform teleradiology. 
 
Telemedicine services do not broaden the scope of the medical service itself. 
They are just a technical layer between the parties. There are no new 
services, but new modes of supplying these services. However, this does 
imply new risks, due to the fact that the doctor and patient are not in direct 
(face-to-face) interaction. 
 
According to the Recognition Directive the service provider needs to provide 
certain information to the recipient of the service.  
Relevant provisions in the eCommerce Directive were mentioned: 

 information should be provided to the recipient of the service on the 
professional body with which service provider is registered and the 
applicable professional rules; 

 principle excluding prior-authorization 
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 the country of origin principle implies that Member States may not, for 
reasons falling within the coordinated field, restrict the freedom to 
provide information society services from another Member State 

�R general exemption – protection of public health 
�R special exclusion – consumer contracts. It is difficult to 

establish where a contract has started in case the consumer 
has a contract with a company and the physicians are 
supplying services on behalf of the company  

It is important to differentiate professional to professional services (e.g. 
teleradiology)from professional to patient services, since in the latter case the 
country of origin principle does not apply.  
It must also be noted that the recognition Directive does not provide special 
regulations regarding cross-border telemedicine services. 
 
Three cases were described:  
  
In the first case, a Portuguese physician provides Teleradiology services from 
Portugal (website-offer). The teleradiology service consists of a second 
opinion given by the Portuguese physician to a German physician. In this case 
he will need a License and a Registration in Portugal because that's where he 
acts, that's where the service is being provided. Does he need a particular 
authorization for providing such services? This depends on the local law. 
Nevertheless, the local professional law must allow telemedicine services. He 
will have to supply the information according to the eCommerce Directive and 
also to  supply information on prices, VAT etc. The physician would not need 
a German license or a German registration, since he/she has not moved into 
Germany. Getting into more details of the law, the Federal German law states 
that the physician must not “solely” supply telematic services; however, 
“solely” is not sufficiently defined, so currently there is some insecurity in this 
field. 

 
In the second case, a Portuguese physician provides Teleradiology services 
from Portugal to German patients through a website, which is in German. The 
physician in this case will require a License and Registration in Portugal and 
particular authorization under the local law that allows telematic services, if 
necessary. The same obligation to inform applies as in the first case. The 
German law specifies that in order to provide his services in Germany, he/she 
must abide to German regulations, including those for registration and 
authorization. However, it is not clear how to interpret the law in such a case, 
since the physician is not moving inside Germany and therefore it could be 
argued that German license and registration is not necessary.  
 
In the third case, a German pharmacist from Aachen commutes to Belgium 
every day to supply services (e.g. in a pharmacy’s call center) for a patient in 
Belgium and a patient in the UK. He would need for both patients to have a 
license/registration in Belgium by the respective medical council (as well as 
German) and information about the regulating authority in charge for the 
pharmacist (from Germany). For the patient in the UK, the Council might 
require license or registration. Therefore, he/she could potentially need three 
licenses. 
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Dr. Christian Dierks continued that the ultimate goals are freedom of services, 
protection of public health and access to justice, but there are still certain gaps 
in regulation, in terms of the following: “is the security of patients at risk?”, 
“standard of care guaranteed?”, “Control-gaps?”, “information requirements 
sufficient for the purposes of security, quality and control?”, “action for the 
purpose of legal clarity – develop a single legal framework on Telemedicine?” 

 
In conclusion, Dr. Dierks posed a set of questions to the audience:  “Has an 
efficient Qualification (consistent license level within EU) being reached”; 
”What about the Quality of services (regarding modes of service – “level of 
scientific acceptance“) within the EU?”, “Control –“state of treatment-
principle?“, ”Art 5 of the Directive Draft focuses on the travelling patient. What 
else do we need? ”It is not highly regulated, but still the environment is 
insecure—will we overcome with further regulations?”  
 
Question by Mr. Stakoviak: 
ñIs there a difference in the quality of care and payment in damages between 
privately-paid services and insurance-paid?ò 

 
Dr. Christian Dierks: No, I think that the quality of care would not be 
different—licensing is a precondition for reimbursement or delivering a 
service.  You cannot practice without a license. 
 
Statement by Mr. Jan Schillebeeckx: 
ñIt is important to distinguish among licensing, registration and accreditation. 
License is something you get with your diploma; in order to work you need an 
authorization, i.e. to be registered and, thus, have a registration; therefore, 
with a EU-license (diploma) you can register (have the right to work) in 
multiple countries. On the other hand, accreditation is not available for 
teleradiology practitioners and this is a point we need to focus on. 

 
Question by the audience:  
ñThe absence of physical examination presents a problemða diagnosis 
based on a medical questionnaire is a matter of understanding the 
questionnaireðdiagnosis based on that without a physical presenceðis there 
a license necessary to have an online business to consumer relationship?ò  

 
Dr. Christian Dierks: This a question on the standard of care. The physician 
should make an informed decision on whether he would take up a particular 
case based on what is available, e.g. the history of the patient, etc. He needs 
look at the existing standard of care and decide if it is permissible to provide 
an online treatment in the case at hand. This might be useful in psychological 
treatment, but in GP treatment this would generally not be acceptable. 

 
Ms. Petra Wilson: Do Telemedicine acts need to be accredited as a medical 
act? There are some telemedicine services which can be provided without 
physical consultation. But let's not exclude the concept of "Physical 
consultation" from telemedicine because with the help of videoconferencing 
and the use of medical devices over the internet there is every possibility to do 
a almost a physical consultation at a distance (ultrasound at a 
distance).device  
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Question by the audience: Could you please clarify the difference between 
Telemonitoring and Teleradiology? 

 
Dr. Christian Dierks:  You cannot supply Teleradiology to a patient or to a 
colleague. Can be a Business to Business service and the rule of country of 
origin applies. Telemonitoring continues measuring or monitoring the body 
papameters, so necessarly this involves a patient on the other side. So this is 
an example of a professional to consumer contract. From the patient’s 
perspective, the country of origin does not apply.  
Teleradiology can be a service between two physicians and then the country 
of origin applies; in the case of telemonitoring when the service is being 
supplied to the patient, the principle of origin does not apply. 

 
 

2.6 Reimbursement for Telemedicine Services 
 
Mr. Philippe Swennen, AIM-Association Internationale de la Mutualité 
discussed the added value of Telemedicine; conditions to reimburse such 
services and main challenges that the medical field is currently facing.  
  
Telemedicine would bring an added value in terms of providing similar health 
services to members all over the country; a faster diagnosis to remote areas 
(online) and extension of service hours. In addition, Telemedicine would 
improve the quality of services provided, since digital tools would be used, 
thus accelerating and improving the overall quality control and quality 
assurance processes; enabling the sharing of information among physicians 
for treatment and consultation and ensuring a better quality of life for the 
patient.  
 
Furthermore, in terms of cost-effectiveness, there will be maximization of 
medical staff time and answer to shortage of HC providers; diminution in 
hospital bed days (less complications), less adverse effects, less duplication 
of medical acts; diminution in workdays lost, schooldays lost, waiting and 
travel time for the patient; reducing the use of paper and film.   

 
Nevertheless, in order to reimburse physicians for telemedicine services, 
certain conditions apply. Healthcare providers will have to convince payers 
that eHealth/Telemedicine has an added value through sound evidence of 
based cases (documentation); health technology assessment (HTA) of 
telemedecine with appropriate tools; evidence on cost benefit analysis - ROI 
Business cases for telemedicine applications.  
 
At the same time, reimbursement would be granted, if there is a formal 
definition of telemedicine within the health law and/or Medical Association. For 
instance in France, a Medical Doctor association published an interesting 
report on Telemedicine, recognizing the medical act, but the French HI fund 
did not include Telemedicine yet in the HI system, according to a report of the 
MOH in 2009, because it lacked a business model (cost-efficiency model); 
clear procedures or distinction of what is infrastructure investment and the role 
of different providers and lack of control of the bill or fees in a FFS system and 
danger of inflation of acts.  
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Apart from a clear definition, Telemedicine requires a clear description of the 
procedures (standard, guidelines.); training, accreditation, and authorisation  
of HC providers; clarification of the legal aspects and the data protection 
question; necessity of quality assurance; possible revision of national 
nomenclature (standard tariffs) or integration in national health financing 
(NHS). The overall goal should be towards striving to integrate eHealth/TM in 
the health system and health policies; incorporate it as a tool in the global 
package of the « chronic disease » and rethink the reimbursement of 
providers (chronic disease), in terms of the service fees / lump sum /capitation 
/DRG or mixed models and the role of incentives and Pay for Performance 
(P4P).  
 
Nevertheless, there is no one-size-fits-all solution, since there are 27 different 
health systems and solutions, but still the objective should be to learn from 
best and bad practices and pass from pilots to scaling up programmes.  
 
The key principles governing such an integrative plan are the need of a 
political will ready to invest; eHealth/TM should enable solutions to improve 
the broad scope of healthcare; facilitate the work and the quality of HC 
providers; should be patient focused to improve their quality of life and 
empowerment; should be thought in a integrated way:  
towards integrated care models; will become a routine part of Healthcare; 
reimbursement will not be a problem in itself; and Involvement of the 
healthcare providers is crucial.   
       
The main challenge is that Telemedicine is a useful tool, which can help the 
organisational problems, but it is only a tool. In the long term, there will be 
substantial effects in the healthcare organisation due to eHealth/telemedicine- 
Chronic diseases, shortage providers / geographical disparities; budget 
restrictions; Quality and safety issues; healthcare provided from hospital to 
home care; need of coordination. For these reasons, the current need swifts  
for HC providers/Gov/payers and patients to rethink together the organisation 
of healthcare delivery and possibly envision a new healthcare model; reinforce 
the coordination between long term care and health care, between primary 
and secondary care; establish  new roles for HC providers (nurse, GP..) and 
create new jobs (case managers..) 
 
In conclusion, it would be best to integrate Telemedicine in the medical Health 
Practice to become part of that package and be accepted as the right medical 
service to be provided on a case by case basis. 
 
 

2.7 Reimbursement, a prerequisite to a better deployment and use of 
telehealth 

 
Mr.  Andreas Glaeser, COCIR discussed the necessity of reimbursement 
towards a better use and deployment of telehealth.  
 
Demographics, including an increase in citizens with chronic diseases 
requiring long-term care, are changing Europe’s healthcare needs. Healthcare 
spending will grow faster than projected GDP growth. Additionally, Europe will 
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face a shortage of healthcare professionals and carers in the next 10-20 
years. Clearly this situation will not be sustainable. 
 
Integrated and preventive healthcare is better and consistently cheaper, than 
emergency medical treatment. Physicians and nurses require supporting 
technology solutions, while citizens and patients need to become empowered 
to take an active, and responsible, role in managing their health. Telehealth 
can bring solutions to these challenges. 
 
Telehealth can fill a crucial gap in the continuum of care. It is a clinically 
validated method of providing individualised patient-centered care. Telehealth 
solutions support a multi-dimensional model of care for individuals with 
(complex) chronic conditions who are often either elderly and frail or disabled. 
 
Telehealth covers systems and supporting services linking patients with care 
providers to assist in diagnosing, monitoring, management and empowerment 
of patients with long-term conditions (chronic patients).  
 
Telehealth systems use devices to remotely collect and send objective and 
subjective data to a monitoring station for interpretation and to support therapy 
management programs to improve patients’ knowledge and behavior. 
 
Immediate and tangible benefits of telehealth to clinical staff, patients and 
society were found in clinical studies, such as: reducing Mortality (15 – 55% 
compared to usual care), reducing hospitalizations (30-50%), and increasing 
quality of life of patients by early detection of exacerbations, leading to 
efficient, exception-based, individualized interventions and patient 
empowerment by education, behavioral reinforcement and motivation.  
 
While the potential benefits of telehealth are enormous, a number of barriers 
hinder large scale introduction and prevent optimal outcomes. These include 
the lack of proper reimbursement models and sustainable funding; many 
programs are stopped after a successful testing period, due to a lack of 
reimbursement for services; current infrastructure of care in existing 
healthcare systems are characterised by fragmentation and fee for service 
instead of pay for performance; reimbursement should support patient centric 
environment, introduce benefit sharing and reward long term results; lack of 
efficient business model to maintain and scale telehealth programmes after 
the initial trial phase; lack of an appropriate legal framework covering 
reimbursement and the liability of healthcare professionals using telehealth 
solutions. 
 
To overcome the barriers to make the benefits of Telehealth available to 
European citizens, COCIR calls the: 
 
 European Commission and Member States to establish an appropriate     

legal framework with effective transposition at country level. 
 Strengthen cooperation between healthcare stakeholders to “best practice 

health strategies” supporting telehealth adoption in  routine clinical 
practice. 

 Finance more and sustainable large scale projects with health economic 
evaluation to assess the impact of telehealth solutions. 
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 Integrate Telehealth into existing care delivery structures and ensure 
      interoperability of Telehealth solutions. 
 Establish sustainable economic model for telehealth by starting dialogue 
      between healthcare stakeholders. 
 
 

2.8 Reimbursement models for remote patient monitoring: SIMPHS 
study  

 
Ms. Corina Pascu, European Commission – JRC discussed reimbursement 
models for remote patient monitoring. 
 
The operational definition of remote patient monitoring is to increase/improve 
the quality of life and care, while ensuring financial sustainability and coping 
with decreasing pool of carers, when it is necessary to increase patient 
centricity.   
 
By 2020, 16% of GDP, 1/3 people will suffer from chronic diseases, while 
there will be scarcity of Health care professionals. 
 
Studies in Italy have shown that RMT can reduce hospitalisation readmission 
and mortality. A different study from the EU Swedish Presidency has shown 
that the application of telemedicine and home health monitoring could avoid 
5.6 million admissions to hospitals for chronically ill patients in the six Member 
States. 
 
The Remote patient monitoring market is under-developed, fragmented, of 
small scale operations and little integration into health and social care. It is 
difficult to estimate the size of the market; boundaries for RMT are very fuzzy. 
There is no consensus on what activities should be in or out. There is a 
myriad of small scale activities that go unnoticed. In comparative 
perspectives, RMT is 0,6 % of total estimated value of eHealth market and for 
telemedicine about 1%. 
 
In addition, luck of reimbursement is a major issue and there is no unified 
approach, ad hoc efforts; unclear revenue streams; not viable as out of pocket 
market. In the meantime, there are no incentives; neither “fee for service” nor 
“capitalisation” incentives work for RMT. There is a lack of strategic vision on 
organisationally embedded RMT.  
 
Ms. Corina Pascu continued by discussing current efforts on the field.  In 
Lombardy, as a result 5 years of experimentation, the administration 
introduced regional protocols reimbursing three RMT service: for CHF 
patients, post cardio-chirurgic assistance, tele-assistance for terminally ill 
cancer patients. As of 2009 full therapeutic protocols were completed with 
3000 patients. 
 
In Piedmont, 2009, the region adjudicated to consortium led by Tesan a 
tender for the provision of RMT services for CHF, diabetes, and COPD to 
patients residing in the remote area of the region. The service will be initially 
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provided to about 400 patients for a 2 year period, and it is expected to be 
subsequently scaled up. 
 
In Veneto, 2009, the region adjudicated to Tesan a tender for the provision of 
integrated Telecare services (including and RMT components) for a maximum 
of 25.000 per day per five years, which means that in five years, minimum, 
125.000 individuals will be served (but the number can be larger, depending 
on the flow of individuals into and out of the services). 
 
In Germany, RMT services include the TAUNUS BKK Disease Management 
Programme – home tele-health reimbursed under an insurance based system.  
Telehealth solutions for disease management programmes for chronic heart 
conditions and diabetes have been tested in several regions (e.g. as of 2007, 
2000 patients with chronic heart problems and 200 with diabetes were 
monitored through a BKK Taunus telemedicine system at home, in the 
German state of Hessen) and are now offered to all members of the Taunus 
BKK on a nationwide scale. 
 
Furthermore, Vitaphone - a company–driven initiative - negotiated the 
inclusion of its system in reimbursement structures with each insurance 
company separately in Germany (Betriebskrankenkasse) for Telecare of 
patients with cardiac arrhythmias, Heart failure and Hypertension. However, 
most of the subscribers to the service pay separately for the device and the 
service. To date, 25.000 patients are served in Germany, Austria and 
Switzerland. 
 
In USA, there is a mix of provision by public agencies (e.g. Veterans 
Administration) and private healthcare providers/agencies (e.g. MEDICARE). 
Increasing number of private insurers are voluntarily providing coverage for 
telehealth applications, including various forms of home telehealth 
In the VHA CCHT success case, from 2003 till 2007, the national home 
telehealth program "Care Coordination/Home Telehealth"(CCHT) was 
introduced, which basically upgraded an existing disease management 
approach for non institutional care (NIC) services with a RMT component. The 
number of patients treated increased from 2,000 to 31,750 and the diseases 
addressed included, among others, diabetes, CHF, and COPD. 
 
RMT services in Northern Ireland include ECCH – a major procurement 
initiative in NI which includes reimbursement of RMT. This is a system-wide 
initiative with pre-procurement of remote telemonitoring service for 5000 
people (heart disease, COPD, diabetes) by 2011 in Northern Ireland (NI). This 
is part of the wider chronic disease management agenda, closely aligned with 
Health and Social Care strategy. Central government funding is made 
available, supported by the Economic Ministry’s Innovation Fund. 
 
In Spain, Roche, the Emminens Conecta system is used by 600 patients and 
in 60 hospitals in Spain. The system is promoted by sales representatives in 
conjunction with the sale of strips, so the telemedicine service is not promoted 
through a direct business model. It is actually seen as a marketing tool to 
increase sales volumes of strips. The SaludNova, a spin-off from the 
University of the Basque Country has initiated operations with 70 patients in 2 
sites in the Basque Country and it is targeted at public and private care 
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providers (not insurance companies, at least in Spain). Yearly contracts 
negotiated for x patients with the public healthcare system. The FASS Tele-
assistance is a proactive public investment decision taken at the regional 
policy level by social legislation (‘La Ley de la Dependencia’). 
 
In conclusion, Ms. Corina Pascu stated that in terms of policy intervention, it 
would primarily require to address the following questions: “Intertwinement of 
care with prevention with wellness; How will prevention and wellness become 
reimbursed?”, “How will further awareness & transparency of reimbursement 
conditions per country be ensured?”, “What is necessary to be done to adapt 
a legal framework to RMT and related technological developments to enable 
reimbursement?” 
 
 

2.9 1st Panel Discussion  
 
Introduction by Ms. Petra Wilson:  
The issues to discuss now will focus on: 

 licensing of telemedicine professionals; 
 authorisation/accreditation within the country or cross-borders; 
 reimbursement of services offered.  

 
 
Question by Mr.  Alexander Borve to Ms. Catalina Dima and Dr. Peter 
Pattynama: 
ñIn Radiology, when there is not enough information for a proper consultation 
and something goes wrong, would you say that you are able to make a sound 
judgement?ò 
 
Dr. Peter Pattynama: In several EU countries there are specific laws 
demanding that a diagnosis is based on the availability and access to 
information. Currently, there is an issue, since there is no access of reports 
through electronic means. It is technically possible, but it is not universally 
available and this could cause problems. 
 
 
Question by Mr.  Alexander Borve:  
ñWhen using your mobile telephone to send a picture to your doctorðis this 
considered a telemedicine service?ò 
 
Ms. Petra Wilson: There is a service currently in the UK by NHS for a small 
market—teenage boys that are notorious for not attending doctors— where 
they can send a picture of things that might worry them to a secure database 
and receive a reply. This is a service that is currently delivering services to a 
group that would not take medical services. 
 
Question by Mr.  Alexander Borve:  
ñIn terms of the legal aspects surrounding such a service, how would you be 
able to look at it?ò  
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Ms. Petra Wilson: In the UK, if a service is offered through the NHS, as this 
one, then there is no reimbursement issue: doctors are getting paid by the 
NHS, which gets its income from taxation.   
 
Question by Mr.  Alexander Borve:  
ñCan this service be offered to other countries?ò 
 
Ms. Petra Wilson: This could be an interesting proposition, but it would be 
difficult, since NHS is funded under direct taxation of the UK citizens. 
Nonetheless, apart from the economic model that is problematic, it could be a 
service expanded in a cross border context. 
 
Mr.  Philippe Swennen:  
An example to answer questions from patients would be through Emails. This 
service could be linked to a specific fee. 
 
Question by Mr.  George Dafoulas:  
In Greece there is no reimbursement system for telehealth services and, 
accordingly, a serious ROI study should be undertaken in order to introduce a 
new telehealth service. Are you aware of any such study that could be used 
as guidance/template? 
 
Mr.  Philippe Swennen: If there is a new technology, we need to ask if it has 
an added-value in comparison to other services. If it can be assessed as a 
cost effective solution, then the service could be deployed, but you need to be 
certain that this is the case and I am not aware of such a definitive study for 
telemedicine. 
 
Dr. Christian Dierks:  I would like to add an example from Germany, where a 
24-hour blood pressure measurement is being reimbursed. The 
measurements can be performed in the physician office, but they can also be 
communicated by broadband on remote basis and served from a distance. 
From the point of view of the physician, there is no difference – the service is 
provided in both cases with roughly the same amount of effort. The German 
ordinance has changed in the sense that it does not require anymore the 
direct contact between physician and patient for reimbursement purposes. 
This means that now such monitoring services provided at a distance are 
being remunerated, but it's not being remunerated with something on top of 
the usual fee. The issue is the quality of the service – if the quality is the 
same, an additional value provided should negotiate an additional 
reimbursement, and this would be a question of cost-benefit assessment. 
 
Question by Ms. Petra Wilson:  
I was wondering whether there is someone in the audience with experience 
from the UK eHealth demonstrators ï there has been a substantial investment 
on these. 
 
Mr.  John Crawford 
It is a really interesting experience; we are trying to define the total effect of 
these technologies in Healthcare. It is interesting because this technology 
does not affect the particulars of medicine (e.g. which operation to perform, 
etc.) but, rather, it will change the way that healthcare services, as well as 
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social services, are delivered in the future. It is, therefore, very important to 
study the whole effect of these services in society. 
 
Ms. Petra Wilson: It is interesting that you mention social services along with 
telemedicine and I was wondering whether other people also see a common 
future in these.  
 
Mr. Andreas Glaeser: From my experience in the UK, we usually see this 
going hand-in-hand: you may have a community already interconnected that 
is now seeking eHealth services, or you may start with offering such services 
to a community and if this goes well you can then promote social services. In 
my view, these two will be complimentary and there will be a clear trend for 
integration in the future 
 
Question by Mr.  Philippe Swennen:  
ñWe have these social and health services in place; therefore the main 
question now is how to implement these services - to rethink how we are 
providing Healthcare. Maybe in the future such diverse services will be offered 
in a single packageò. 
 
Mr. David Lam: A major error is being made in defining eHealth as something 
that will turn healthcare upside down. Telemedicine is just a collection of tools 
that allow the delivery of medical services through novel channels. 
 
For instance, the stethoscope changed the way we do business—doctors 
accepted it because it was valuable. We do not pay extra if a doctor uses a 
stethoscope—why do it for Teleradiology? Currently, there is a lack of good 
evidence that higher quality is provided. We need to eliminate the 
impediments of using Telemedicine services and not encourage its use – if it 
is good it will be adopted. 
 
Dr. Peter Pattynama: In the case of Teleradiology, as seen also in the two 
examples mentioned, it is quite obvious that we do have some good tools in 
our hands. Accordingly, it is indeed a matter of ensuring reimbursement to 
encourage its use.  
 
Mr. David Lam: Teleradiology is the way that radiology is practiced in 
America today. Reimbursement is not an issue of what technology is used. 
 
Mr. Christian Dierks: We all agree that there are beneficial aspects in 
Telemedicine and that barriers to its adoption should be removed. The main 
question in today’s discussion is whether the EU is capable of promoting 
cross-border telemedicine services and enabling practitioners to engage in 
them without worrying about licensing, accreditation, reimbursement, etc. 
 
Mr. David Lam: It will be easier to address such issues if we break down the 
general problem to its constituent parts and look at the specific utilisations 
rather that looking at the big picture of eHealth. 
 
Question by Ms. Petra Wilson:  
ñAccording to Mr.  Dierksô presentation, licensing is not a big issue due to the 
existing EU regulations for B2B ICT applications. What about registration and 
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accreditation of particular services? Do you identify specific barriers in these 
areas?ò  
 
Mr. Christian Dierks: There is a risk that individual MSs might come up with 
additional regulations for the B2C models, with more requests for registration 
and accreditation, since the eCommerce Directive would not apply in these 
models. There is a need to assess that this is done in a meaningful manner 
that promotes the goal of applying EU-wide services. For such an approach, a 
Directive specifying a maximum level of hindrance to such services could be 
enacted. 
 
Ms. Petra Wilson: This is an interesting idea, that there is a general directive 
with broad guidelines that specifies that when you regulate across borders via 
remote services, you may not require registration. In general, it would put a 
“cap” on the regulations that could be imposed by Member States. 
 
Question by Mr. Jan Schikkebeeck to Ms. Catalina Dima and Mr.  
Christian Dierks:  
ñWe seem to share a common position that Telemedicine constitutes a 
medical act, but we are also considering it as an ISS service. Can these two 
interpretations share a common legal framework ð are they compatible?ò 
 
Ms. Catalina Dima: Telemedicine is a medical act and if it complies with the 
definition of ISS service, it is also such a service and there is no contradiction.  
 
Mr. Christian Dierks: I agree with Ms. Dima. Performing surgery is not an 
ISS service; on the other hand, transfer of diagnosis, medical record 
archiving, getting second opinions or using expert systems, are medical acts, 
but also information society services.  
 
Question by the audience:  
ñIn Google Health, one may provide symptoms as input and get back a 
diagnosisðdoes this constitute a medical act?ò 
 
Ms. Petra Wilson: It is important to know who is providing the answers. If a 
physician is providing the diagnosis for a fee, then it is possibly a medical act. 
If it is just a system that searches through a database and finds similar cases 
and provides them for free, while no one is purporting this to be expert 
medical advice, then it is probably just an ISS service. 
 
Mr. Nikos Giannelos: In trying to decide whether to interpret a service as 
medical act or ISS, we need to also consider the medium that actually 
generates income for the service. IST charges for the service of transporting 
data to and from the user, while a Telemedicine service charges for the know-
how provided, not the medium used for actually delivering the know-how. The 
income-making medium should have some weight—what kind of business you 
are running should dictate how you are being judged.  
 
Ms. Petra Wilson: It is interesting to consider the issue of eBanking. On the 
one hand, one can argue that the medium has nothing to do whether you are 
transferring money this way or go to the bank; however there are many 
businesses making a profit in the sector of eBanking. 
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Mr. Christian Dierks: Herodote, an ancient historian, mentions that there 
were some villages in Persia where there was no physician. Whoever got sick 
would set himself in the middle of the village and say: “these are my 
symptoms, does anyone know anything about what I have and what to do?” 
There is a similarity in this to what the Google operates – you try to listen to 
the buzz of the world and try to filter what the disease is. We should look at 
the criteria of a medical device, i.e. a device that facilitates, or at least has the 
potential to influence the expert opinion. Such a device could support a 
medical purpose. Therefore Google Health is not a medical act, since 
information is vast and you can get wet but you cannot quench your thirst.  
 
Question by Mr.  Jan Schillebeeck:  
To rephrase my question: ñIs Telemedicine ALWAYS a medical act?ò 
 
Mr. Christian Dierks: Telemedicine is some form of medicine. It needs to be 
a medical act. We should not try to define it unless we know in which context 
to do it. 
 
Ms. Petra Wilson:  
The question of whether ñTelemedicine is always a medical actò is very 
interesting. Plenty of medical acts will have Telemedicine within them and I 
believe we should not try to distinguish among them, but embed Telemedicine 
solutions within good Healthcare practice and make sure that good Healthcare 
practice is licensed/reimbursed, etc and not to try to license/reimburse specific 
parts of the practice.ò 
 
Ms. Lea Coulet: In the context of COCIR, we are seeking to establish the 
effectiveness of Telemedicine, since this is presented as a pre-requisite for 
reimbursement. Accordingly, we are gathering real-life cases and would 
appreciate your visiting our website and submitting relevant material. 
 
Ms. Petra Wilson invited the speakers of the morning session to 
provide concluding remarks. 
 
Mr. Andreas Glaeser: Different views were presented. From an industry 
perspective, reimbursement is the most hindering barrier and should be 
overcome in order for Telemedicine to be deployed more rapidly and extend 
its benefits to the society. 
 
Mr. Christian Dierks: Quoting from Montesquieu: “if it is not necessary to 
make a law, it is necessary to not make a law”. Member States should not 
consider making laws that would hinder telemedicine. Instead they should 
consider a Directive that gives the framework and precisely outlines what 
these laws should be. 
 
Mr. Phillippe Swennen: Based on the variety of cases discussed, we can be 
confident that Telemedicine will be part of and be integrated to the medical 
system, which will speed up the resolution of issues like reimbursement, etc. 
 
Dr. Jane Clemensen: Telemedicine will be part of the future and the only 
important barrier is our mindsets. Thus, we need a change of mindset. 



 A-25 

 
Dr. Peter Pattynama: First, in some Member States, Telemedicine is 
precluded from being a medical act – and that is an anomaly. Second, 
radiology is at the end of the line—justification is necessary of why we need 
quality control. Third, since Telemedicine will bring an added value, 
reimbursement is the biggest issue to tackle.  
 
Ms. Corina Pascu: Reimbursement is a big issue and is related to incentives 
in correlation to a clear definition of what is considered a medical act or not. 
Information found in Google eHealth is usually provided by clinicians without a 
fee, and this type of service should be considered a medical act.  
 
 
3 Afternoon session 
 
The Afternoon session presentations related to liability and personal data 
protection and consisted of two presentations. 
 
 

3.1 Liability 
 

Mr.  Stefaan Callens, Callens Law discussed the subject of liability.  
 
Applying telemedicine and in particular telemonitoring in Europe will lead to 
interesting liability issues, but will also change the relationship between the 
patient and the industry.  
 
Personalised Health monitoring is personalised medicine that will require 
patient coordinated Healthcare. Due to the lack of physicians, monitoring at a 
distance will necessitate that more time is spent with the patients, while 
patients will be empowered. For this reason, networks should be created.  
 
Concerning Medical liability, the physician will have to prove that 
Telemedicine was the most suitable approach instead of a face to face 
encounter. In case a mistake occurs, there are specific questions to address 
such as “which liability rules vis-à-vis health care professionals apply if the 
telemonitoring device was not used or was not well used?”, “Who are the 
parties that are involved?”, "Who are they are working for?”, “Who to sue?” 
“Are there any specific rules to regulate the use of telemedicine?”, “Which is 
the competent court?", “What is the applicable law - consumer or the 
physician?”, “In terms of physical damage-how would reimbursement be 
granted?” 
 
Specific rules would apply in each question that would also apply to 
telemedicine. However, currently, there are different liability schemes 
throughout Member States and different no fault liability rules for damages in 
health care. 
 
Many organisations are not regulated. Private clinics do not use subsidies, 
while a hospital has to be accredited. In general, there should be a common 
legal direction throughout these institutions and a common definition of 
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telemedicine as a medical act, while authorization should be given to specific 
people or parties to explain the treatment or to how to use the device. 
 
Regarding hospital legislation and liability, there are important legal questions 
arising, such as: “Who will be responsible for the organization of the guards?“, 
“What is the status of a physician that is participating in a guard system for 
telemonitoring organized by a hospital? “,”Is this status different if the 
physician who is monitoring a patient at a distance, is working outside the 
hospital, but participates in the “medical council” representing the physicians 
in the hospital?”, “Is the hospital still the central contact point in case wrong 
information or bad care was given by the tele-physician?”, “Can a hospital 
who works with independent physicians at a distance be held liable if this 
physician is causing harm to a patient?” “Will a hospital be responsible when 
something goes wrong with a monitored patient who stays at home (i.e. 
outside the hospital)?” 
 
In terms of the medical profession, activities and liability, the Directive 2005/36 
on the recognition of professional qualifications covers all professional 
qualifications in any sector. All health professions have an automatic 
recognition on the basis of a completion of minimum training requirements 
(art. 21). However, this Directive is not applicable to telemedicine. 
 
Concerning the pharmaceutical legislation, the Directive 2001/83 on the 
Community code relating to medicinal products for human use, and broadly 
defines advertising.  No advertising is allowed to the public of medicinal 
products, which are available on medical prescription only and no direct 
distribution is allowed by industry to the public. deviceThere is also a 
prohibition to supply, offer or promise gifts, pecuniary advantages or benefits 
of any kind.  
In the telemonitoring cases, the relationship patient-industry will change 
compared to the one already existing in the pharmaceutical sector. There will 
be more patient empowerment and the industry will have direct contact with 
patients in order to implant the personalized device, to give information about 
the working of the device and to repair the device. 
Mr. Callens made two comments regarding the relationship between 
telemonitoring and Data Protection Directive 1995/46/EC: 

 The directive allows the processing of health data without the express 
consent of the patient in the context of a treatment or in preventive 
care. Of course, there is the obligation to inform the patient. However 
this provision might need to be revisited and it should be considered to 
insert the obligation to obtain the express consent of the patient for 
doing telemonitoring. One of the reasons is that in telemonitoring there 
is usually a team of physicians/nurses processing the data, not only the 
treating physician. 

 We need a debate with regard to Art. 15. It prohibits making automated 
individual decisions based on automated processed data. In 
telemonitoring physicians would like to apply the system of making 
automatic decisions, automatic alerts, and making a selection in the 
signals that are sent to the physician. The problem is that on the basis 
on the current text of Art. 15 that would be very difficult. 
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Question by Mr. John Crawford:  
ñConcerning last point made on automated decision making or software used 
for clinical decision support would that also apply in a hospital environment?ò 
 
Mr. Stefaan Callens: The text is broad enough and this situation is also 
covered. The only exception would be if the patient is able to add certain 
information. In a medical setting the patient will never be able to add 
something or he might be unconscious.  
 
Question by Ms. Petra Wilson:  
ñIn the case of home monitoring will there be contributory liability from the 
patient? If the patient drops the device in the bathroom and still uses it and the 
device sends the wrong information to the clinician, what happens then? What 
are the patientsô obligations?ò 
 
Mr. Stefaan Callens: Many countries have focused on patient rights but the 
patients should also have obligations. If a patient is using a device that does 
not belong to him he would have to take care of it. And if it gives a wrongs 
signal, the patient would have to warn. If the patient gives no warning and this 
causes a damage, this should be taken into consideration when establishing 
the liability. Some countries already regulate this. For example, in Blegium we 
had a draft law for no fault liability and there was no liability for the physician if 
he can prove that the damages occurred by the fault of the patient. This 
regulation is not yet into force, but it will create a debate – which kind of 
obligation can you impose to the patient? European Union guidance might be 
necessary.  
 

3.2 Protection of Personal Data in the EU 
 
Mr. Thomas Zerdick, European Commission – JLS, gave a presentation 
focused on the protection of personal data. Mr. Thomas Zerdick primarily 
defined personal data as any information relating to an identified or 
identifiable natural person ('data subject’)—image, sound, picture and 
pinpointed that Health data are sensitive data. 
 
Mr. Zerdick defined processing of personal data as any operation or set of 
operations, which is performed upon personal data, whether or not by 
automatic means like collection, recording, organization, storage, adaptation 
or alteration, retrieval, consultation etc.  
 
The moment someone is processing personal data then European laws are to 
be respected. Data protection based upon Article 8 of the EU Charter of 
Fundamental rights, denote that: 
 

 Everyone has the right to the protection of personal data concerning 
him or her. It needs to be built in from the beginning. 

 Such data must be fairly processed for specified purposes and on the 
basis of the consent of the person in concern or some other legitimate 
basis laid down by law. 

 Everyone has the right of access to data which has been collected 
concerning him or her, and the right to have it rectified. 
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 Compliance with these rules shall be subject to control by an 
independent authority. 

 
In addition there are two main instruments comprising the EU Secondary 
Acquis:  
 

 According to the Data Protection Directive 95/46/EC of the European 
Parliament and of the Council of 24 October 1995, individuals are being 
protected with regard to the processing of personal data and on the 
free movement of such data [OJ L 281, 23.11.1995, p. 31], with main 
principles for lawful data processing, applicable law, with rights and 
obligations of data controllers and data subjects. As Health data are 
sensitive data, there is a general prohibition of processing, except if this 
processing happens by a Health operator and is required for a specific 
healthcare purpose (if not derogations apply). 

 
 Based upon the e-privacy Directive 2002/58/EC of the European 

Parliament and of the Council of 12 July 2002 that actually 
complements Directive 95/46/EC in terms of electronic communication, 
states that processing of personal data the protection of privacy apply 
in the electronic communications sector [OJ L 201, 31.07.2002, p. 37] 
and provides a personal data breach notification stating that one 
cannot collect data for ever and there is a necessity clause whereby 
any collection has to be justified for a specific purpose. In terms of data 
security, the transfer of data cannot be outsourced to India without the 
country having an adequate level of data protection and applying a set 
of EU standards and specifications. 

 
 

In terms of specific case studies on data protection, pertinent questions that a 
lawyer would ask are: “Are personal data being processed?”, “Who is the data 
controller?”, “Which national data protection law is applicable?”, “Is processing 
of health data justified and if it necessary need to look at the obligations?”, 
“The patient needs to know if his data will be processed by another body?”, 
“Are data subject‘s rights respected?”, “Which National Data Protection 
Supervisory Authority can hear complaints?”  
 
Currently, the Article 29 Working Party provides useful general guidance on 
the general legal data protection framework for health data in electronic health 
records and what are the current rules. There is EU Acquis transposed by all 
MS and is fully applicable to Telemedicine, so that the appropriate data are 
being processed, when this is necessary. The Commission is encouraging the 
use of devices which are privacy enhanced. Overall, automated decisions 
made by machines should not be accepted and the Directive should not be 
revised, but rules could be improved.  
 
 

3.3 2nd Panel Discussion 
 
Mr. Gerard Comyn, former Head of Unit of ICT for Health stated that 
promoting Telemedicine services requires sustaining the relationship of what 
is currently being done at national and European Levels. Subsidiarity exists 



 A-29 

and national law cannot be questioned at European level. EU cannot impose 
specific legislation on Member States. The only thing we can do is invite 
Member States to take specific initiatives, without having the power to oblige 
them to do it.What is important is to identify what is really a barrier at a 
national level, as could be for instance the issue of reimbursement. 
 
Issues to be addressed could potentially be the reorganisation of Health care, 
by equally assessing the interests of doctors and Member States; the role of 
the patient and informal carers and families and redefine a set of activities, 
beginning from the nurse being closer to the patient to liability issues and 
subsequent actions.  
 
Statement by the European Patient Forum:  
ñWe would like to make a comment about the ñRole of the patientò and the 
empowerment of patients. For us, empowerment entails rights and obligations 
but, most importantly, it constitutes a shift of the burden from the physician to 
the patient. Accordingly, empowerment should be left to the patient to decide 
ï not imposed. Further to this, we need to know if empowerment is something 
that can be measured or is it just an abstract idea? 
Based on the above, we should be careful when using this term, because it 
can have positive or negative implications, depending on the context and we 
should make certain that the patient is always given a preference over his 
treatment (Telemedicine or standard healthcare)ò 
 
Question by Smart Homes: 
ñWe are considering a project with MCI (mild cognitive impairment) patients, 
as well as patients in the early stages of Alzheimer. Provided our services are 
only intended for research for prevention, do we need an informed consent?ò 
 
Mr. Thomas Zerdick: The important question is who needs this information. 
In the context of personal data protection, the answer is: absolutely yes. This 
has been addressed by MSs according to their national traditions. The data 
Protection Directive works on explicit consent from the individual.  
 
Mr. Stafaan Callens: As explained in my presentation, no express consent is 
needed if you use the data only for prevention. However, transparency is 
needed: the patient should know who has access to his data, for what reason, 
etc. It is important to notice that there is always consent needed in every 
medical act, with the exception of emergencies; however, this does not have 
to be an explicit consent—it might be verbal or implied consent. 
The secondary use of the data, i.e. using data collected for prevention in 
research projects is more complicated, because the Directive delegates the 
issue to the MS, which already have different regulations on the subject. 
 
Mr. Thomas Zerdick: The regulation requires explicit consent – it does not 
have to be written, but you must be able to prove consent.  
 
Ms. Petra Wilson: For the case of patients with MCI and/or early dementia, it 
is important to bear in mind that proxy consent is regulated at the MS level, 
not at EU level.  
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Question by Mr.  Jan Schillebeeck:  
ñIn the case of data protection for Google-type search engines, it is not 
possible to know who the professional that is asking for the information is. 
Accordingly, should they not be allowed and considered illegal?ò 
 
Mr. Thomas Zerdick: There cannot be unlimited access to people that are 
not dealing with the treatment. At the MS level you must have regulations 
specifying the principles for ensuring data protection. There cannot be a 
service in the EU, where you just search for other people’s medical history. 
 
Ms. Petra Wilson: We must be careful about the extent to which data 
protection applies to search engines such as Google Health and Microsoft 
Health Vault. Could we have a view about how the data protection law applies 
to such services? 
 
Mr. Thomas Zerdick: All such companies/services should be complying with 
European laws if they deal with EU citizens. It is noteworthy that consent is 
not relevant to this. Although a person might give his consent to have all his 
information stored on Google or some other service, these services still have 
to comply with EU standards. 
 
Question by Mr. Aggelos Charlaftis:  
ñAre there any existing mechanisms in the EU to help citizens in their dealings 
with private companies holding their data, or is the only solution to litigate 
against these companies?ò 
 
Mr. Thomas Zerdick: Every MS has a data protection authority, which can 
help you in any issues with your private data.  
 
Question by Mario Romao: 
 ñOn the anonymization of personal data, is it needed to have a personôs 
consent to anonymise personal data? Once the data is anonymized does it fall 
out of the scope of the personal protection data legislation?ò  
 
Ms. Petra Wilson:  
The issues on whether you require consent on the anonymisation depends on 
MS. Some countries require consent for anonymizing, while others allow 
anonymization by somebody that has the right to access the data.   
 
Mr. Stefaan Callens: There must be a distinction between anonymous data 
and anonymized data. Anonymous data do not fall under the data protection 
laws. However, anonymised (or coded) data are very frequently used in 
research and in certain countries consent is needed for these data as well. In 
other countries, the patient has to be informed, and given the chance to 
refuse, thus achieving implied consent.  
 
Question by Ms. Petra Wilson: “The concept of anonymous data has been 
tested and there have been cases, where x-ray images of an anonymous 
patient could lead to the personôs identification because their disease was 
extremely rare. Some telecommunications provide remote servers for from-
home use. If I use my personal data and the data are recorded in the system, 
are they safe, since they are in a public place?ò 
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Mr.  Stefaan Callens: You will be the person responsible for the data, so you 
will need to pay special attention on the contract you have with the service 
provider (sometimes also called “processor of data”); the directive provides 
specific information on the issue. 
 
Question by the audience:  
ñConcerning the issue of ownership of the data, there is a need for a 
distinction between having access to your personal data and who actually 
owns it and therefore who other than the person that is the subject can have 
access to itò 
 
Mr. Stefaan Callens: The issue of data ownership is related to the subject but 
the doctor can claim rights of the data because of the consultation. The 
patient has the right to get a copy or see the data. In any case the notion of 
property rights in such data is not clear and depends on the regulations in 
place in each MS. 
 
Question by Mr.  George Dafoulas:  
ñCould a doctor be held liable, when a mistake happens due to the technical 
limitations of Telemedicine?ò 
 
Mr. Stefaan Callens: A doctor is obligated by the law to examine various 
alternatives before starting treating the patient and notify the patient about 
these alternatives. If there are no alternatives, or the patient prefers the 
Telemedicine approach, the physician cannot be held liable.  
 
Question by Mr.  Mario Romao: 
ñWe receive many requests from patients asking the possibility of their 
personal data being stored in their country of origin/location. We do prefer to 
have a master server data in a single location in Europe. What is your view on 
this?ò 
 
Mr. Stefaan Callens: In many countries, laws require that data should be 
stored in the hospital. It is an old-fashined rule, and it might need to be 
changed. It is correct that the Directive requires only that the data be stored in 
the EU. 
 
Dr. Peter Pattynama: It must also be noted that storing data from various 
business venues into a single server is not always the safest or cheapest 
solution. 
 
Ms. Petra Wilson: Here we touch on the issue of differentiating between the 
information in the medical record and the notes of the physician. Usually, the 
physician would keep the notes for himself and only include in the medical 
record the summary of all necessary information about the patient. 
 
 

3.4 Conclusions and recommendations 
 

Ms. Petra Wilson, Chairperson provided the concluding remarks for this 
workshop 
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Ms. Wilson stated that this session started with the introduction of two useful 
cases on Teleradiology and Teleconsultation. Remote monitoring is an 
additional case that has legal implications and should be looked at. The idea 
of contributory liability of the patient was mentioned and should be looked into. 
As stated by the representative of the Patients' Forum earlier, empowerment 
should not be forced into people and people do not want to use gadgets. 
However, we need to be aware that dependence rates will be moving from 4/1 
to 2/1 in 2040 and health care will not be able to be delivered in the same 
way. Patients will be empowered and be more involved in their own 
healthcare, which might also shift liability concerns.  
 
In terms of licensing and registration in a BtB relationship in Teleradiology, 
there are very few licensing issues as the E-Commerce Directive is seems to 
be applicable. Thus, no specific licensing should be required in cross-border 
context for the teleservice provider. The country of origin principle is 
applicable. There is still some uncertainty of how it applies to a BtC 
environment, where the consumer will not know which laws apply or how to 
gain redress and sue, whereas on a case of tort, the consumer can sue in his 
own jurisdiction. 
 
Concerning the issues of reimbursement and accreditation of a telemedicine 
act, the main concern relates to what is a telemedicine act and the fact that a 
specific and common definition at EU level is appropriate, including specific 
guidelines for the responsible actors.  Do we need specific accreditation of 
telemedicine acts at EU level? 
 
For this purpose, the Directive might not be necessary to be revised per se, 
but there is a need for additional legislation or other actions to provide 
clarification and support to the existing legislation. At the same time, If the 
Health care professionals and the national registration bodies think that a 
revision would be necessary, then their voices and CPMA will be heard.  
 
Concerning the issue of reimbursement, which is very high in the agenda, it 
has been concluded that until Member States have worked out at national 
level what kind of telemedicine interventions they will reimburse doctors, it is 
unlikely that doctors will start offering this in a significant way. 
 
At the same time, there has to be a universal recognition that some 
interventions incorporate telemedicine services within their conduct. For 
instance, in the diabetes management, a separate remote monitoring could be 
included so that the diabetes code covers remote monitoring. Until sufficient 
evidence is being gathered and business cases on Telemedicine are soundly 
made—no changes in reimbursement are expected to be made.  
 
Regarding the Liability legislation — The EU level liability legislation applies in 
Telemedicine. There are several regulations that the weaker party patient-
consumer is protected in terms of a medical service that also applies to 
Telemedicine. There are some issues when the local legislation starts to 
impact, such as the case of hospital legislation. Almost no legislation is 
present at EU level on hospitals. In Art. 168 TFUE it is clearly stated 
healthcare is a matter of subsidiarity. Therefore, Member States work out their 
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own legislation on hospitals and organise their own healthcare systems. 
Considering the differences in hospital legislations at MS level, the issues of 
liability might become difficult, particularly regarding no fault liability and the 
concept of the employer's liability. We heard before that where employer's 
liability is clearly established and you can sue the hospital for any harm that 
results from services received in the hospital, regardless of whether the doctor 
was self-employed or directly employed, the patient is in a much safer 
situation. Suggestion was made that maybe this approach should be 
harmonized throughout the EU. There could be a good basis for that seeing 
that EU liability legislation doest start out from a no fault liability basis.  
 
Data protection legislation as it currently stands gives a pretty good basis of 
how to handle data protection within a Telemedicine service; patients might 
not own their data, but they have the right to know what happens to data-who 
has access and for what purposes, which is what actually forms the bases of 
the patient’s confidence towards the medical profession, which cannot be 
undermined.  
 
Clarification by the audience:  
For patients to be empowered the relationship between patients and Health 
care providers should be refined and bridge the current gap in Healthcare 
literacy and set a balance between rights and duties arising from 
Telemedicine services.  
 
Ms. Catalina Dima: Thanked the speakers, attendees and the organisers and 
invited everyone to join the Telemedicine forum and the upcoming workshop 
in Procurement of eHealth Solutions.  Ms. Dima mentioned that the staff paper 
that is currently being prepared will focus on EU legislation; obstacles that 
have been identified and upon a consultation with the other DG’s, the ICT for 
Health will aim to publish this paper by May or June.  
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