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Subject: Reflection on possible specifications for the Call for the Large Scale Pilot 'EU wide implementation of eHealth services to support continuity of care: patients’ summaries and ePrescription solutions
 
Context: 

The Large Scale Pilot in the eHealth domain will be launched in the first quarter of 2008 and will be operational for 36 months. This Large Scale Pilot will consist of two sub-pilots which are  titled 'EU wide implementation of patients' summaries to support continuity of care, including emergency data set' and ‘EU wide implementation of ePrescription solutions to support continuity of care'). The two sub-pilots will be based on existing developments in Member States and on an agreed architecture and common basic modules. From here onward, 'Large Scale Pilot' is referred to simply as 'Pilot'. 

The specific services involved in the Pilot, such as patients’ summaries including emergency data set and ePrescription, will have a common architecture with specialised services adapted to each context. The specific requirements of the Pilot (such as the content of emergency data and medication records, common terminologies and an agreed framework of activities) will be defined by the selected consortium.

Identification modules and security services will be common to the two sub-pilots. The two sub-pilots will be considered parts of the same Pilot and will be given a single contract for the entire duration of the Pilot. 

The text which follows identifies the orientations suggested by the expert group on eHealth interoperability³ prepared as provisional guidance for the content of proposals to be submitted for the Pilot.

Participation in the Pilot:

The proposal for the Pilot should specify those Member States and/or Regions which are to be directly involved in the Pilot. 
A range of between 6 to 8 Member States (which are currently developing their own health information infrastructures) should be directly involved in each of the sub-pilots and will be known as 'Core Members'. The rest of the countries involved in the sub-pilots will be Associated Members. Associate Members will receive no funding but will otherwise participate in the proposal by receiving the relevant information material and have the opportunity to provide feedback to the 'Core Members' on the setting up and development of the Pilot. A mechanism shall be foreseen in the proposal to ensure this exchange, which ideally should be supported by some financial resources.  

If a Region participates in the Pilot, the Region must represent its country's national eHealth policy or strategy (it should possess a mandate that has been allotted to it by the national level of authority, and that is directly relevant to the national strategy). The proposal must define clearly the population for which patient information will be available electronically. Ideally, this should be a minimum sample of 1000 patients per country located for example – mainly in identified regions or areas of high frequency of mobility of population for work, study or tourism which could be identified and used as a test for the application to be designed and tested.

A minimum number (100-150) of health professionals from a range of occupations (i.e., that do not uniquely involve clinicians) as well as three health providers (involved, for example, in hospital and/or specialised care) should also be involved.

The Pilot proposal could be submitted without specific nomination of the care providers to be included in the proposal. Nevertheless, a thorough and detailed methodology for the selection of the relevant care providers, and the role which will be attributed to them, must be provided. 

A similar approach is appropriate for the industrial partners in the consortium. The Pilot proposals should specify the role and the selection methodology for each of the industrial partners, which should be applied at the latest after a 6 month period following the beginning of the Pilot. Industrialists to be included in the Pilot could cover domains such as infrastructure, basic software and hardware applications, integration features, specific applications, and information on data treatment. The procurement regulations relevant to running the sub-pilots in each of the Member States involved in the initiative must be explicitly identified and enforced appropriately. The participation of small- and medium-sized enterprises (SMEs) is welcome, and the Pilot proposal must detail exactly how the involvement of SMEs is eventually foreseen.
Definition of user requirements ('use case' definition) for both 'EU wide implementation of patients' summaries to support continuity of care including emergency data set and ePrescription solutions' 
The Pilot will propose a method of involving the users of the system/service and the health authorities in defining the use cases and the definition, the purpose of the Pilot based on the Pilot objectives, and on standards or existing recommendations at both EU and international levels for the two topics included in the Pilot 'EU wide implementation of patients' summaries to support continuity of care including emergency data set and ePrescription solutions'. The preliminary use case background and development is outlined in a separate but associated document.

An Emergency Data Set should be understood as a minimum set of data about a patient which would allow the relevant healthcare providers to address a particular emergency situation, and/or provide continuity of care in another country or in any other case where unscheduled care is needed outside the home country or region of the patient. 

For ePrescription solutions, the sub-pilot will identify and characterise the three basic components of the overall services (that are involved in the cross-border aspect of the ePrescribing application), namely: 

- Electronic medication records.

- Informed prescribing with decision support. 

- Electronic transmission of prescription.

The sub-pilot on ePrescription should focus at least on electronic medication records (see also footnote 1). 

The Pilot proposals will indicate the scope of the data items to be shared, with a detailed description of how the scope and structure of these will be agreed. Where necessary, the structure should allow for optional data items (since not all Member States can necessarily provide all the items).
The Pilot proposals will indicate how the Pilots are to be integrated with existing Electronic Health Record Systems so that information recorded in such systems can be communicated to the Pilot and vice versa.

Information-sharing ('carriers')

The Pilot proposal will specify the means by which information will be shared, for example, whether the data will be carried by citizens on smartcards; accessed via cross-border service requests to appropriate services in other countries, via some other means; or through a combination of other methods. (The Pilot proposal should include several alternative forms of carrier or system.)

Identification

The Pilot proposal will establish different kinds of interim procedures for establishing identity, that conform to individual national data protection regulations, but also with a view to long-term implementation.

The Pilot proposal will specify the means by which patients/citizens will be identified, and how their electronic identifier in their country of origin will be established. The document will also specify a proposed method of identification for the purposes of supporting personal and professional mobility throughout the European Union. (This should ideally be a federated identity approach that is built on current identity policies.)

The Pilot proposal will detail the means by which users (i.e., health care professionals and other healthcare occupations) of the shared information will be identified, and how this means of identification will be passed among information systems of the different Member States.

The functionalities of the system(s) (i.e., identification, authentication, and authorisation) and not only the technical solutions should be described in detail.

There should be coordination with the Pilot on eIdentification with the research activities co-funded under the 6th Research Framework, the 7th Research Framework and the Data Protection Group
.

The experiences of the Netc@rds-EHIC project and the findings from the i2Health Project should be used. Collaboration with the new co-funded Netc@rds-ID project should be envisaged.

Architecture, infrastructure and standards

The Pilot proposal will outline the systems' architecture that will be used to share information in the sub-pilots, including:

· The facilities already available in the Member States.

· New systems or other technical components that will be developed or implemented within the sub-pilots for interoperability purposes.

· Functional and technical schemae.

· Protocols for communication.

· The Pilot proposal will describe in detail the method that will be used for assessing and comparing existing standards relevant for the sub-pilots, taking into account the existing European standards and draft standards such as EN 14484, EN 14485, EN 14822, prEN 13606 and prEN 13940, international standards such as ISO 21549 and standards from other Standard Developing Organisations such as ASTM E31 CCR, HL7 RIM and HL7 CDA.

· The Pilot proposal shall provide recommendations regarding the use of standards and the need for further standardisation related to this area. In cooperation with CEN/TC251 the sub-pilots should participate actively in the revision of relevant existing European standards and the drafting of new European standards and guidelines on eHealth interoperability.

· For the standards and draft standards used by the sub-pilots, test specifications in support of verification of compliance for defined uses should be provided. 

· The Pilot proposal should also provide a proposed process to implement eHealth standards in the various Member States and at the level of the European Union.

· A migration plan shall provide details regarding the shift from existing infrastructure to the infrastructure needed for the Pilot.

· The Pilot should be based on a 'component-based' approach that enables a definition of the various differences between Member States for each component involved in the provision of the system.

The architecture should be compliant with the guidelines that each Member State has produced (if any), regarding the interoperability of information systems in both the public administration and in the eHealth sector.

To guarantee the interoperability across Europe, a brief survey should be produced at the beginning of the Pilot that highlights the architectures and technologies of eHealth national infrastructures in the Member States. 

Semantic interoperability

The Pilot proposal will indicate the approach to be followed for achieving semantic interoperability, including the standards that will be used to represent the information involved (such as coding and terminology standards), and describe how these standards will be agreed on within the sub-pilot.

The Pilot proposal should identify mandatory specifications for semantic interoperability to exist in the Member States that participate directly as core members in the sub-pilots.

Legal, regulatory, and ethical issues 

The Pilot proposal should particularly detail the means by which patient consent will be determined - either generally or for any individual encounter - with the option to be available for citizens to opt out of providing electronic data according to national and/or European policy and regulations. These specific aspects will certainly be raised in discussion and greater detail during the application of the two sub-pilots
Confidentiality and security aspects

The Pilot proposal must specify precisely the following five aspects:

· The way in which the sub-pilots will ensure the confidentiality, integrity, availability of, and access to information.

· The means by which any personal data will be treated and protected.

· The means by which any sensitive data should be given special treatment (e.g., mental health or sexual health information).

· The way in which the use of shared information will be audited.

· The system proposed must be compliant with the relevant EU legislation: in particular Directives 95/46/EC and 2002/58/EC relevant to data protection; Directive 2004/27/EC that amends Directive 2001/83/EC on the Community code relating to medicinal products for human use; and Regulation (EC) No 726/2004 that lays down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency. 
Evaluation of progress and results

The Pilot proposal must detail the way in which benefits of the sub-pilots will be measured and assessed, particularly identifying baseline information about population movements across the Member States or regions in the sub-pilots.

The Pilot proposal will define both quantitative and qualitative criteria to measure the progress of the sub-pilots and the benefits achieved by the sub-pilots services. These figures should be available both on a country-by-country basis, as well as collectively. The criteria proposed include:

- Frequency of use.

- Positive effects of solutions applied (i.e. positive assessment, quality, and access).
- Economic gains from solutions applied.

- Degree of satisfaction on the part of users.

- Adherence to relevant national, European, and international standards.

- Replicability of the system/service. 
- Scalability of the system/service. 

- The number of solutions that may be interconnected to the interoperable platform relating to the existing solutions.

- Indicators that reveal recruitment of new patients, participants or widening of the use of the application.

Sustainability, extension, and eventual generalisation of the Pilot
The Pilot proposal will detail the plans for ensuring sustainability of the sub-pilots after the end of the EU funding. 

The Pilot proposal will detail all the conditions which are involved in preparing the sub-pilots for its extension to a wider range of Member States or regions within other Member States. 

The Pilot proposal should also specify the conditions for other Member States or regions to join the sub-pilots (i.e., transferring from being an Associated Member to a Core Member), or – as a result of the sub-pilots outcomes – use any of the systems or standards developed within the sub-pilots.

Planning, management and governance 

The Pilot proposal should outline plans for the sub-pilots that conform to governmental standards for large scale ICT-projects. Plans should be produced for project management, document and software life cycle management), quality management and software development management. The project management plan should outline clearly resources, milestones, review and reporting procedures.

Organisational and change management should be proper addressed in the Pilot proposal, with a detailed specification of the approach and methods to be used.

Quality assurance and risk management

The Pilot proposal must outline a detailed quality assurance plan and various modalities to cope with unexpected events and situations.

Training and education

The Pilot proposal will detail the training of users, user requirements, and acceptance testing of the system/service.

Dissemination

The Pilot proposal will include a clear communication plan in order to increase user awareness, achieve higher acceptation by the users, and enhance public awareness of the Pilot and the general context of eHealth interoperability in the European Union.

Exclusions and limitations 

The Pilot proposal will not address any issues of reimbursement for health-related treatment. It is anticipated that all existing procedures for healthcare reimbursement will continue. However, it is possible that the eventual benefits of the sub-pilots may include better provision of information that will support reimbursement of health systems and services.

Specific conditions for participation for sub-pilot 1 (i.e., 'EU wide implementation of patients' summaries to support continuity of care including emergency data set’):

The consortium must comprise public bodies/implementation authorities from at least six to eight Member States or Regions which are currently developing health information infrastructures. 

Whether the participant Member is a 'Core Member' or an 'Associate Member', the entities responsible for the definition of national standards and systems for the Electronic Health Record in its Member State, must contribute to the creation and acceptance of the EU-wide common specifications based on the results of the Pilot.  

Moreover, Pilot results must be accessible to all the interested parties in the EU. 

Participation of industry (including SMEs) and users (healthcare professionals and providers) in the Information and Communication Technologies (ICT) implementation is necessary (see page one, item entitled 'Participation in the Pilot').

The system must be compliant with the relevant EU legislation, in particular Directives 95/46/EC and the Directive 2002/58/EC relevant to data protection legislation.

Specific conditions for participation for sub-pilot 2 (i.e., 'EU wide implementation of ePrescription solutions to support continuity of care'):

The consortium must comprise public bodies/implementation authorities from at least six to eight Member States or Regions which are currently developing health information infrastructures. 

Participation of industry (including SMEs) and users (patients, pharmacies, healthcare professionals and providers) in the ICT implementation is necessary (see page one, item entitled 'Participation in the Pilot').

Whether the participant Member is a 'Core Member' or an 'Associate Member', the entities responsible for the definition of national standards and systems for the Electronic Health Record in its Member State must contribute to the creation and acceptance of the EU-wide common specifications based on the results of the Pilot.  

Moreover, Pilot results must be accessible to all interested parties in the EU. 

The system must be compliant with the relevant EU legislation: in particular Directives 95/46/EC and 2002/58/EC relevant to data protection; Directive 2004/27/EC that amends Directive 2001/83/EC on the Community code relating to medicinal products for human use; and Regulation (EC) No 726/2004 that lays down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency. 
� ePrescription solutions should be understood as a set of at least three types of applications, namely electronic medication records, decision support systems, electronic transmission of prescriptions. The Pilot shall cover at least both electronic medication records and electronic transmission of prescriptions.


� The consortium will be composed of an agreed group of implementation authorities.


� Art.29 Data Protection Working Party – see http://ec.europa.eu/justice_home/fsj/privacy/workinggroup/index_en.htm
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