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	ABSTRACT
	This deliverable introduces the general scope and remit of ProRec centres and guidelines for establishing them. It also Identifies the main general characteristics, which could possibly serve in a later stage as admission criteria for the membership of ProRec centres in the future EuroRec institute.  
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1. Background and Scope

This deliverable defines guidelines for ProRec centres.

The Electronic Health Record (EHR) is the nucleus of the relationship between patients, healthcare delivery systems and healthcare professionals.

The use of EHRs aims primarily at improving the quality of care delivery by having patient records and associated information available to the Healthcare professionals when needed at points of care.

The main goal of the ProRec initiative, and accordingly of ProRec centres is to promote the widespread use of high quality EHRs. 

The WIDENET consortium will in the current phase (and EuroRec at a later stage) co-ordinate a pan-European convergence towards more comprehensive, communicable, interoperable, and secure Electronic Health Records.

The installation of a permanent network of ProRec centres throughout Europe will enable the wider dissemination of information related to EHRs. Each ProRec centre will contribute to the PROREC/EuroRec initiative by exchanging reliable information about the status of EHRs in their respective geographical areas of influence as well as the analysis, study and interpretation of such information. 

ProRec centres should aim at reaching as many healthcare actors as possible, ensuring that even small initiatives taken “independently” by whatever organisation, company or user-group, can effectively contribute to the overall objective.
Managing the above convergence will be mainly realised by monitoring, assessment and dissemination activities.

Information collected by implementing this strategy will also provide input to standardisation bodies such as CEN/TC251, ISO/C215 and the EC Health Informatics/Telematics R&D Programmes. 

The general remit of a ProRec centre should thus be to promote the widespread use of high quality electronic health record systems in its geographical area. The highlighted terms used within the description of this objective can be further explained as follows:

· promote the use: Electronic health record systems are already in more or less widespread use. There are differences amongst countries and regions, amongst clinical specialists and general practitioners, between hospitals and ambulatory care, as well as between patient-oriented designs versus practice-centred approaches. Users choose systems that satisfy their needs and vendors and developers create market segments along these needs. Both users and vendors have a natural tendency to promote the systems they are acquainted with. ProRec centres will have to take into account these differences. ProRec centres should however not disturb the equilibrium by promoting the use of specific commercial systems (cf. independence).

The promotional activities will depend on the maturity of each EHR systems market. It is obvious that promotion activities will be different in well-established EHR markets compared to environments where awareness of EHRs is still an issue. In both cases, a ProRec centre should focus on giving advise about the pros and cons of using EHRs, without pointing to specific products.

· high quality: The strongest argument in favour of EHRs is that their use will improve the quality of care and/or reduce costs. Data about usefulness, i.e. the capability to achieve better outcomes at the same cost compared with traditional paper-based healthcare record systems, or the absence of any health record at all, have to be analysed. The great variety in healthcare systems throughout the EU-Member States will inevitably introduce different approaches to quality assessment. Until now there are not enough objective studies measuring the quality and usefulness of electronic health record systems. ProRec centres have to contribute to the definition of such quality criteria.

· electronic: ProRec centres should primarily focus on electronic health record systems. In most European member states regulations (governmental, ethical,…) on healthcare records have been implemented with traditional paper-based healthcare records in mind. When not specified explicitly, they often apply to electronic health records as well.

· systems: Electronic patient records are becoming more and more “virtual” or, rather, distributed. Both developers and users tend to have different views on how the concepts of “record” and “system” are related. In general users consider the “record” as independent of the system: they should be able to exchange records between various systems. Developers conceive the “record” as an intrinsic part of their system: the architecture of the records that are managed by their system is therefore heavily dependent of the architecture of the system itself. Alternative structures for “records” will therefore result into “alternative” systems. Insofar, it appears that, in most cases, interoperability remains a requirement or a concern of users rather than of vendors/developers.

· area of influence/region: There should be no prior assumption on how to define a region. A PROREC centre could serve a country, or a region within a country, as well as a wider area composed of more than one country.

2. Main General Characteristics of ProRec Centres

The following list of general criteria to which ProRec centres shall adhere is meant as a basis for their code of conduct:

· Independence

· Domain knowledge

· Trustworthiness

· Logistic support

· Openness 

2.1 Independence 

One of the missions of a ProRec centre is to serve as a communication platform for actors involved.

Satisfying the needs of a broad spectrum of actors is a more difficult task than doing it for just one actor. Conflicting opinions and needs exist. It is obvious that requirements of users might differ from those of vendors (e.g. a “reasonable” price for a system will be judged differently by both players). There might also be conflicts with respect to the data that governmental bodies would like to obtain from electronic health records (e.g. for cost containment) versus what users are willing to register or to communicate in their practice.

A ProRec centre cannot be “owned” by or have direct relations with one or a restricted number of commercial companies that are actively involved in the business of the electronic health record market (i.e. developing, selling or providing consultancy for one or more electronic health record systems). The same rules apply to non-commercial entities that are players themselves: governmental institutions, user-groups or associations, etc.

It is recommended to choose a legal structure without implicit ownership. Usually this fundamental characteristic implies a type of non-profit organisation or entity.

Although national and regional political interest in electronic health records and healthcare telematics is high, a ProRec centre should refrain from being politically coloured. It should consider politicians and governmental policy makers as any other stakeholder. Adopting a bottom-up approach is an essential feature of a ProRec centre.

ProRec centres should rather act as “bridges” between the EHR users, the industry, and subsequently authorities, enabling a bi-directional information exchange between the industry, users, and eventually policy makers.

ProRec centres should be the fora where all actors involved in the EHR domain freely exchange information, recommendations and comments or can discuss legal, social and political issues.

A ProRec centre should be self-supporting while still maintaining financial independence. Grants and membership fees should never conflict with the overall objectives of the ProRec centres.

2.2 Domain Knowledge 

Each ProRec centre should gather and maintain an appropriate knowledge of the EHR market and the health care sector in general.

The knowledge all actors can share about the nature of the information supported in health care records, the quality issue, the trends in Information and Communication Technology etc imply the need to organise workshops and conferences. Such events should contribute to consensus building regarding needs. 

2.3 Trustworthiness and credibility

Recognition as a trustworthy party will facilitate the acceptance of recommendations and support accreditation initiatives. ProRec centres should get credibility, both in the technological and medical community.  

2.4 Logistic Support 

Founding members should be able to provide logistic support, especially during the start up phase. The support will mainly consist of promotion (e.g. through the creation and maintenance of a web-site, production of promotional material, organisation of meetings and workshops…).

2.5 Openness 

As stated above, a consensus amongst all actors in the field is a target of ProRec centres. Organising easy contacts amongst them is a challenge for each ProRec centre aiming at becoming the forum where representatives from: software engineers and developers, buyers, vendors, standardisation bodies, educational bodies, universities, patients, researchers, scientists, and governmental bodies or authorities, come together. ProRec centres should not impose too strict directives, but open the minds of all stakeholders and contribute to a deeper and wider consensus.
In general, ProRec centres could use as a guide the following categories of stakeholders identified within previous initiatives:

· End-users:  have demands and priorities, the knowledge of which is crucial for the acceptance of any application, be it an industrial product, or the product or tools designed and implemented through a community-funded R&D activity. As a consequence, ProRec centres shall focus on the user needs and their involvement in the pre-design phases of the development cycle of particular EHRs. Their contribution to the failure or success of specific systems will be identified. ProRec shall also favour education and training.

· Developers: their interest with respect to EHRs, as compared to other domains in informatics, differs from the one of the users. ProRec centres will identify their acceptance of new engineering tools and programming languages and assess their (perhaps conflicting) interests in a European EHR (EEHR).

· Buyers: for small EHR systems, such as GP systems, the buyers are also the users. For larger systems such as those designed for hospitals, the hospital management often decides what system will be purchased. ProRec centres will keep records on how buyers are looking upon EHRs in general, and the concept of the EEHR in particular.

· Vendors: here also, developers and vendors are not necessarily the same. A number of companies restrain to development only, and make use of independent dealers to distribute their products. In this case, the commercial interests of vendors and developers may differ. Such independent vendors may opt for systems that are easy to sell. ProRec will take into account these attitudes and will develop strategies to make sure that vendors do not ignore actual differences in quality.

· Policy makers: if the concept of a EEHR is to be generally accepted, Member States should create a favourable environment for it. ProRec centres and EuroRec should contribute to the identification of factors that hamper the breakthrough of the EEHR in particular Member States. They then will propose specific actions to decision makers within each Member State to remove the barriers related to legal, ethical, cultural, organisational or financial matters.

· Standardisation:  ProRec centres shall remain aware of the current standing of standardisation efforts in the domain of health informatics/telematics. For this reason, a liaison with CEN/TC251 shall be established. This liaison will lead to an enhanced productivity of both CEN/TC251 and the ProRec centres.

· Education: ProRec centres shall keep track of national and international initiatives on training and education in healthcare record keeping in general and the EHR in particular. Harmonisation of the education in EHRs for physicians and other healthcare professionals shall be aimed at.

· Research: ProRec centres and EuroRec intend to become the central place in Europe (information crossroad) where researchers and scientists working on EHRs and related domains can find the information they need.

· Patients: it should never be forgotten that all efforts in the domain of Health Care - and the development of a EEHR should not be an exception - should lead to an improvement of quality and equity in Health Care, as expressed in the WHO declaration “Health for All”. Although patients are not directly involved in activities related to the development of EHR systems, ProRec centres should be aware of the patients’ personal interests in EHRs. Indirectly, ProRec centres could contribute by “marketing” towards patients the use of EHRs by their physicians. 

3. Guidelines on how to establish and run a ProRec Centre

The experiences gained by establishing already a number of ProRec centres across Europe (e.g. Belgium, France, Spain) will help others not to start from scratch when dealing with management issues.

3.1 Legal structure

Founding members should decide upon the most appropriate legal structure, taking into account other existing legislation. 

ProRec centres shall preferably be non-for-profit organisations (type of legal entity).

3.2 Name and seat

The name of the centre shall preferably consist of the word ProRec followed by the full name of the country, or the two letters that identify the country on the Internet, provided that no legal objections can be raised against such a name.

To define the registered address several possibilities exist. The choice will depend on the work carried out by the centre. The centre could define an independent registered address and location which, in some countries, might prove more expensive than sharing the location and address of an organisation as an inside member, even though conversely it ensures a safer and more visible independence. The official organisational address could even be an Internet address. If the legal structure has not been established yet, at least one contact person representing the organisation shall be officially appointed.

3.3 Management Board

The following issues should be taken into account when installing a Management Board:

· The Management Board shall be well balanced and represent as many complementary actors of the EHR field as possible; as a minimum, the representation of the users and of the industry (vendors/developers) is mandatory;

· The Management Board should consist of persons experienced in the management of clinical information and should represent the regions covered by the centre;

· Various responsibilities will be assigned: Chairman, General Manager, Secretary, Treasurer etc. The expiration period of the mandates, the election procedure and the responsibilities of the different functions should be established;

· Voting processes shall be given careful attention, so that the opinions and interests of all actors involved are correctly represented and protected.

3.4 Market Analysis and other ProRec Centres’ Activities

To identify market related EHR issues, relevant studies are likely to be required.

There is a need and necessity to build a Europe-wide market, in order to counter fragmentation, and to ensure the rapid use of better performing European information infrastructures. The widespread use of high quality Electronic Health Record systems will be to the benefit of both European health care and informatics industry.

Several conditions should be met in order to build a true Europe-wide market for EHR systems:

· Standards for electronic health record systems should be made largely known and implemented. The standardisation effort should enable their interoperability.

· SEQ level0 \h \r0 

SEQ level1 \h \r0 

SEQ level2 \h \r0 

SEQ level3 \h \r0 

SEQ level4 \h \r0 

SEQ level5 \h \r0 

SEQ level6 \h \r0 

SEQ level7 \h \r0 Harmonisation of health care rules and regulations. Ideally there should be only few differences in national rules and regulations. Remaining differences should be well identified.

· Support of European suppliers: As in other sectors, the new market requires that actors can compete successfully and do not have to start with different handicaps. European suppliers, often SMEs, are, unlike big non-European companies not used to compete in a wide and open market. They may however, possess both valuable knowledge and interesting products developed for smaller niches but exploitable on a broader scale. To have them acting in an open European market, it is necessary to provide them with the necessary support as to protect their return on investment.

· Consensus on what should be understood by a European Health Record: it is necessary to establish better European consensus on what a EHR system is, what it can do, how it shall do it, and what it may and should contain.

The current status of the electronic health records market is of a highly fragmented one, with major differences. The main characteristics of this market are(:

· a large variety of market actors 

· a lack of recognised or implemented standards: CEN/TC251 is doing an enormous effort, but it will take some while to turn the outputs into the results the TC deserves

· international and regional differences in administrative rules, practices and legislation

· a shortness of vision, a lack of strategy

· the countries still  considered as  independent markets

· the issue of multi-linguality is not always recognised (specifically by the overseas companies)

· the differences in health care systems and organisations (over countries and time).

Possible activities that could be carried out by ProRec centres are:

a) Informative actions:

· Collection of information on existing products, methodologies, techniques, projects, studies, etc. related to EHRs. The focus is to be put on such EHR aspects as interoperability and comprehensiveness;

· Studies in particular domains;

· Dissemination of information;

b) Advisory actions:

· Provision of advice and answers to specific questions (on demand);

· Identification of missing elements in current efforts, elaboration of new strategies;

· Consultancy towards national and regional bodies in the domain of EHRs.

c) Monitoring actions:

· Initiate, assist or co-ordinate the elaboration of check-lists, requirements, functional and technical specifications to which specific products or projects should adhere to;

· Monitoring of ongoing efforts on EHRs.

d) Accreditation activities:

· Initiate, assist or co-ordinate the development of rating scales and measurement procedures for quality labelling and accreditation. Possible “criteria” might include the implementation of specific European Standards;

· Advice to the Member States in order to discourage the dissemination of products not fulfilling the requirements of a future EEHR.

Beginning centres will usually carry out first the informative and advisory actions. Performing monitoring and accreditation activities is for a later stage once the centre have enough credibility. This will influence the business plan.

Training and dissemination activities are key elements, in this regard organising workshops, courses, vendors meeting, forums, setting up a web page for the centre, participating in national and European events disseminating the activities of the ProRec centre, editing dissemination brochures, etc., will be of high interest as they will contribute to get to know all agents and to the widespread dissemination of information.

3.5 Business plan

ProRec centres should elaborate a realistic business plan based on activities as listed above.

Different ProRec centres will most probably have different priorities or may perform other specific activities depending on the characteristics and evolution of their markets. These activities could be complementary and of interest to other ProRec centres and leading to synergy.

Taking into account these activities, the business plan should consider:

· The set-up of the ProRec centre;

· The daily management, running, activities and specific content of each centre;

· The evaluation of its actions and work.

3.6 Financing

The exploitation and way of financing will vary depending on the country and the characteristics of the market where the ProRec centre will be established. There will be markets where actors will be motivated enough to support such action and there will be markets where finding the financial solution will be difficult.

Besides membership fees and income from workshops and conferences, ProRec centres can look for financial support from institutions, companies, medical associations, universities, individuals as well as other organisations willing to contribute to their endeavour. They should also consider valorising their skills and know-how.

It remains however important to keep the balance right as to protect financial independence. This balance, is best guaranteed if the centre acts as a service organisation.

Other external funding sources could be found in participating in National or European R&D projects addressing EHRs.

3.7 Later phases

3.7.1 Liaison with EuroRec

The EuroRec Institute (to be established) is to be considered as the federation of all ProRec centres, and as such any ProRec centre shall feel committed to contribute to its activities.

Without precluding any other ways, this can be done by:

1) Collecting information from a country;

2) Bringing this information to a European level;

3) Disseminating recommendations from the EuroRec Institute to the country;

4) Co organising European EuroRec conferences.

3.7.2 Liaison with Standardisation Bodies

The problem with standardisation is not only the adoption, but also the implementation of the standards, particularly in the e-Health sector in Europe, where the market is still fragmented and where too many SMEs are struggling to survive. Health information system developers often argue to have insufficient resources to study in depth these ('too complex') standards, and to adapt their software accordingly. The users in turn are not always in a position to impose the compliance to these standards.

A way should be found to better involve the European Industry in standardisation activities (at an early stage).

More resources should be put in the fast promotion of the European standards.

It is therefore important to establish liaison with national standardisation bodies, as well as with CEN/TC 251 (possibly through the EuroRec Institute).

4. Conclusions

Given that the above considerations are expressed within the framework of an EC project (WIDENET, with limited authority), it may be felt very difficult to impose criteria to new ProRec centres, and they might regrettably be seen as only indicative. Also, considering the termination date of the WIDENET project (December 2003), this deliverable does not consider the issue of candidates willing to join in as partners of the WIDENET project.

The value of these recommendations will however be different if they are adopted as admission criteria in the bylaws of the EuroRec Institute: ProRec centres willing to become member of the Institute will then have to comply with minimum requirements.

Even then, it might remain difficult to strike the right balance between the selective/restrictive approach and the more permissive/inclusive one. Much will also depend of the benefits to ProRec centres offered by the EuroRec Institute as umbrella organisation.

For further more detailed procedures regarding the EuroRec Institute membership, reference is made to the WIDENET Deliverable on the EuroRec Institute statutes.

This deliverable hereby recommends:

· to include in the bylaws different types/categories of membership (e.g. full members, affiliated members and others);

· to identify the different types of admission criteria;

· to associate to the criteria their mandatory versus optional character (F Classes for Full Members, A Classes for Affiliated Members);

· to associate to the criteria different weights; these weights will be helpful when a choice has to be made between two or more organisations covering a similar region;

· to define a minimum threshold (sum of weights) for each type of membership. 

A summary table with suggestions on criteria , classes (mandatory versus optional criteria) and weights is added as annex to this deliverable (see below).
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6. Abbreviations and Acronyms

	CEN/TC251
	European Technical Committee for Health Informatics Standardisation 

	EHR
	Electronic Health Record

	EEHR
	European Electronic Health Record

	ISO/TC215
	International Technical Committee for Health Informatics Standardisation

	ProRec
	CEU R&D Project on Promoting Medical Records in Europe (HC1110)


Annex

1. Legend of the Grid

Column 1: criteria:

1. Status of the ProRec Centre, i.e. officially established

2. Type of Legal Entity, i.e. non-profit organisation

3. Independence, i.e. political, commercial, financial

4. Domain Knowledge

5. Trustworthiness, credibility

6. Logistic Support

7. Openness

8. European, i.e. country in Europe

9. Basic Objectives of the ProRec Centre, i.e. EHR is core business

10. Representativity, i.e. geography and types of members

11. Fully Operational, i.e. activities started

12. Explicit commitment to contribute to the ProRec network and EuroRec activities

Column 2: weight of each criterion

Column 3: class F for full EuroRec members, optional (O)  or mandatory (M)

Column 4: class A for affiliated EuroRec members, optional (O) or mandatory (M) 

2. Table

	Criteria
	Weight
	Class (F)
	Class (A)

	1. Official Status
	10
	M
	O

	2. Not-for profit 
	7
	O
	O

	3. Independence
	10
	M
	M

	4. Domain Knowledge
	8
	M
	M

	5. Trustworthiness & Credibility
	8
	M
	M

	6. Logistic Support
	7
	M
	O

	7. Openness
	8
	M
	O

	8. European
	8
	M
	O

	9. EHR, core objective
	9
	M
	O

	10. Representativity
	7
	M
	O

	11. Operational
	7
	M
	O

	12. Commitment to contribute to the Network
	8
	M
	M
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