
 

 
 
COCIR Contribution to the Public Reflection on EU Health Policy 
 
"Enabling Good Health for all - The Future of Health in Europe" 
 
 
 
COCIR, the European Coordination Committee of the Radiological, 
Electromedical and Medical IT Industries, welcomes the opportunity to 
contribute to the reflection process on EU Health Policies. 
 
COCIR members manufacture, distribute and maintain medical technology equipment that is 
essential for modern health services. These include all medical imaging technologies, 
medical devices in intensive care and the related medical IT systems. Products of COCIR 
members enable health professionals around the world to provide reliable and efficient health 
care services with high quality. Medical technologies can in future make an even more 
substantial contribution to the efficiency of health care systems and the quality of care. 
 
The discussion paper mentions two areas where COCIR members can offer support and 
further input: the growing importance of prevention and the relevance of eHealth. 
 
Regarding prevention, technologies supplied by COCIR members can be used for different 
screening programs either directly acting to prevent diseases or to monitor the health status 
of patients with chronic health conditions. Such applications include for example 
mammography screening, cardiac telemonitoring or tumour staging for cancer patients. 
 
In the future, combining traditional medical technologies with advances in biotechnology and 
genome technology will facilitate new approaches like “molecular imaging”. Molecular 
imaging has the potential to prevent the outbreak of specific diseases or to detect diseases in 
a very early stage at the cellular level. 
 
Combining the technological knowledge of COCIR members with the experience of medical 
professionals at the EU level could contribute to the development of European guidelines for 
the use of current and future medical technologies for screening and prevention purposes. 
The EU has the potential to assume a worldwide leading role in this area. Health systems of 
EU Member States as well as the European medical scientific community could benefit 
substantially from a coordinated European approach in this area. Such a coordinated 
approach would be strongly supported from the establishment of a European Health 
Research Structure similar to the National Institutes of Health (NIH) in the USA. 
 
COCIR would appreciate the opportunity to discuss the contribution of medical technologies 
to prevention in more detail. 
 
Regarding eHealth, COCIR is of the opinion that “eHealth” should be understood as the use 
of information and communication technologies (ICT) in health care in general. COCIR sees 
a huge potential for the improvement of efficiency and quality of health care services from the 
use of ICT in health care. COCIR members have considerable experience in the use of ICT 
for the provision of telematic health services, like teleradiology or telemonitoring, as well as 
the integration of IT systems in health care enterprises supporting this claim. 
 
Coordinating eHealth policies of EU Member States could substantially contribute to the 
accessibility of health services and a comparable level of health services across the EU. 
Since health care is a major concern for citizens, a coordinated approach would also 
facilitate the free movement of citizens within the EU. 
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COCIR would like to point out, that all necessary technologies as well as standards required 
are available. COCIR has laid down its position with regard to health care IT standardization 
in a separate position paper, that has also been introduced in the discussion of the 
CEN/ISSS Focus Group on eHealth Standardization (see attachment). COCIR is of the 
opinion that stakeholders from the medical community need to be intensively involved in the 
selection of eHealth applications and the required development of specifications. Experience 
of COCIR members, for example in the Initiative “Integrating the Health Care Enterprise in 
Europe” (IHE in Europe)1 shows that this will result in the quick development of pragmatic 
solutions with high acceptance by users, facilitating the quick deployment of solutions. To 
this extent, COCIR advocates the creation of a “European eHealth Interoperability Group” 
which would provide strategic planning support on interoperability issues. 
 
The EU and Member States could support this process by developing a long term roadmap 
and defining priority applications for eHealth in the short term, e.g. the European set of 
emergency health information. This will support the building of the necessary information 
infrastructure at the level of Member States and facilitate the definition and establishment of 
further eHealth applications, e.g. an Electronic Health Record. 
 
COCIR would appreciate the opportunity to discuss the potential of eHealth applications in 
more detail. 
 
COCIR is of the opinion that Member States are faced with the challenge to make national 
health care systems more efficient and to further improve the level of quality of health care 
services. COCIR is of the opinion that a coordination of health policies at the European level 
will be very helpful to ensure comparable levels of service quality through the exchange of 
best practice examples and the interoperability of policy approaches. At the same time, this 
opens the possibility of economies of scale in the development and implementation of the 
corresponding products and services. COCIR would be happy to support this process of 
coordination in future. 
 
October 2004 
COCIR/BUR 

                                                 
1
 IHE in Europe has received seed funding as Project IST-2000-29221 under the 5

th
 EU Framework 

Program for Research and Development. It is supported by several medical professional societies 
across Europe. IHE in Europe aims to achieve interoperability between IT systems of different 
manufacturers based on real life “Integration Profiles”. Around 50 companies from several EU Member 
States are actively participating in the initiative. More that half of the participating companies are SME. 
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Healthcare IT Standardization in Europe 
 
 
 
 
 

Introduction 
In Europe, CEN and ETSI have the mandate for European-wide standards in Information and 
Communication Technologies (ICT). This includes standards in the Healthcare IT area, which 
are developed in CEN TC 251. At the international level the peer-organizations are ISO TC 
215 and ITU CCITT. 
 
In the Healthcare IT field, many general IT standards are used in the first place. The formal 
European and International Standards Development Organizations (SDOs) do not play any 
significant role in the development of the clinical IT standards. Most of the development takes 
place in consortia of industry and user organizations, e.g. HL7, DICOM, ASTM, IEEE. 
National authorities have in the mean time recognized some of these organizations as 
preferred Standard Development Organizations (SDOs), while others have developed 
standards, which afterwards were endorsed by the official SDOs.  
 
Not only the development of the standards is important, also the maintenance:  flaws pop up 
during implementation into products and their use in professional practice, and must be 
corrected; new technologies need to be adapted; extensions are needed etc. This all has to 
be organized. In practice this implies that the organizations that originally developed the 
standard must have sufficient drive to also maintain them. So even if such standards are 
“endorsed” by the official SDO’s, the economic value is always coming from the original 
consortium, which will maintain and extend the standard. In fact this means that when such a 
standard is taken over by an official SDO, this is only an administrative process, not a 
process with any technical or clinical added value. 
 
COCIR, representing the medical technology and medical IT industry in Europe, would like to 
contribute to an effective healthcare IT standardization process in Europe. This paper 
analyzes the various options and it provides recommendations. 
 

The stakeholders in healthcare IT 
In the use and development of standards in Healthcare IT there are many stakeholders. 
 
Providers 

• Healthcare institutions 

• Medical Professional Societies  

• Professional healthcare provider 

• Additional healthcare staff such as nursing 

• IT staff 
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Vendors 

• Medical Equipment 

• Healthcare IT departmental and enterprise systems 

• Computers and networks 

• Communications services 

• Statistical services 

• Content suppliers 
 
Healthcare authorities 

• Regional 

• National 
 
Payors 

• Insurance companies 

• Large employers 
 
Patients 

• Patient’s interest groups, patient in the role of customer 
 
Effective standards can emerge only from a close collaboration between these stakeholders. 
However, it is difficult to find people who at the same time: 

• Represent the stakeholders and know the use cases  

• Are familiar with the technologies in the different areas 

• Have a realistic vision about what can be achieved, because often professional 
processes need to be reengineered 

 
It is especially very difficult to find people from the clinical field who are deeply rooted in their 
own specialty, are at the same time familiar with IT technology and its underlying theory, can 
bare the complex procedures associated with standards making, and get the time and 
financial resources from their organization to participate at all. It is essential that these few 
available experts are employed in the most effective way. 
 
 

European, American and International Standards 
For many clinical processes there are no differences between the various regions in the 
world. And if there are, they are not fundamental, but accidental. Of course there are 
variations in clinical practice. Allowing various options in a general international standard can 
capture these variations.  
 
In healthcare IT, many “standards” have originally been founded in the USA, e.g. HL7 and 
DICOM. However, they were developed by consortia of a global set of vendors and users. 
Although these standards may not have been “endorsed” by European or International 
SDOs, they are globally used because the stakeholders themselves developed them. The 
original HL7 and DICOM consortia have in the last 5 years “internationalized” themselves. 
For DICOM it means that the DICOM Committee has international membership. For HL7 
there are many national affiliates in Europe, taking care of local variations.  
 
Formal European and International Standardization does not have an added value in this 
development process. It means one or two extra layers of administration. It adds a lot of 
extra work for those scarce people of the user and vendor community already occupied in 
the standardization process, next to a job in their own profession. This continued 
professional involvement is again essential for the capability of these experts  to play their 
stakeholder role correctly. 
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Let’s learn from good examples 
The medical imaging industry has invested a lot in standardization, and it has been been 
extremely successful. DICOM is a very good standard that was developed in excellent 
cooperation between vendors and users. The process has increasingly involved international 
participation. (In the past it was only the RSNA representing the users. European radiologists 
are now also active. In fact a European radiologist is co-chair of the DICOM committee). All 
the achievements have been made without any (political) push from healthcare authorities or 
European/International standards organizations. Something similar happened with HL7.  
 

IHE: deployment of standards 
Using the experience of DICOM, the IHE (Integrating the Healthcare Enterprise) initiative 
started from the radiology perspective with support from the user associations RSNA and 
HIMSS. The original question was simple: make sure that there is seamless workflow in the 
radiology department and make sure that there is consistency between information systems 
in the hospital (HIS) and the information systems in the radiology department by using 
existing standards. This was, again, done through close collaboration between users and 
vendors and the results are outstanding: for the first time a complete workflow scenario is the 
starting point, with a clear definition of roles and actors, not just a message transferred from 
one system to another. 
 
The success of IHE in radiology has caused the following: 

• Expansion of the same approach into other clinical areas, by a cooperation of users and 
vendors (Cardiology, Clinical Lab, Nuclear Medicine,…) 

• Expansion into the IT-infrastructure and enterprise domain in order to make sure that 
common issues and services are approached in the same way in all clinical disciplines: 
security, master patient index, document sharing between institutions,….) 

• Local IHE groups in Europe and Asia in order to get the support and input of the local 
user and vendor community 

 
The IHE approach has produced a number of assets and experiences that can be used in a 
wider context: 

• IHE is not only at the deployment side, but, because of their workflow-approach, provides 
a new perspective on the priorities and requirements of users in standards development. 
In this way IHE influences standards development. 

• The successful cooperation of all the stakeholders, and only the stakeholders. In this way 
the real practical issues are addressed, and priorities are set the right way. 

• The testing environment provided by the Connect-a-thons. This is an excellent way to 
test with peers in an early phase. It also provides an incentive for the vendors to 
implement the IHE profiles since the results are published. This is a much better 
approach than legal enforcment. 

 

COCIR’s position 
Based on the above analysis COCIR has the following position on the development of 
Healthcare IT standards in Europe: 

• COCIR supports effective international standardization.  

• Consortia of users and vendors do the most effective standardization, because they both 
have direct interests in the success of the standard, and they can set-up an efficiently 
operating organization fit for the purpose. These consortia should be organized such that 
there is international representation of the stakeholders. An excellent example is DICOM. 

• COCIR does not see any added value in formally endorsing standards (by e.g. CEN or 
ISO) that have been developed in these consortia. If this is needed for legal reasons, 
COCIR members will not be inclined to spend time on this. 

• The IHE does not only provide an excellent role model for standards deployment, but 
also for determining the priorities and communicating these to the standards consortia. 
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• The user-communities (i.e. the stakeholders in a particular clinical discipline) that are 
formed through the IHE approach are excellent kernels to determine what needs to be 
done to optimize workflow, and whether this requires new standards or profiles for 
existing standards. 

• The IHE infrastructure and enterprise approach will make sure that the common services 
are addressed in a unified way for all applications. 

 

COCIR’s recommendations 
Based on the above position COCIR comes to the following recommendations for the 
organization of the eHealth standardization process in Europe: 
 
1. International standardization consortia of the stakeholders (users, vendors, 

institutions, payors, patients..) should be supported. If there is insufficient European 
participation in an international consortium, measures should be taken to improve the 
European participation rather than resorting to separate European standardization. 

 
2. Professional medical societies, either at European level or at (major) country level, 

need to be supported in order to play their role in the international consortia. 
 
3. There is no value adding role for CEN in eHealth standardization.  
 
4. The coordination of the European interests in the international consortia is not a 

standardization activity, but a strategic and coordination activity in which all 
stakeholders should participate. It is recommended to consider IHE-Europe for this 
purpose. This organization should also identify where the gaps are between what is 
done at international level and what is not yet addressed but needs to be done for 
Europe.  

 

AUGUST 2004/COCIR 



This paper represents the views of its author on the subject. These views have not been adopted or in any way approved by the Commission 
and should not be relied upon as a statement of the Commission's or Health & Consumer Protection DG's views. The European Commission 
does not guarantee the accuracy of the data included in this paper, nor does it accept responsibility for any use made thereof. 


