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0 – Foreword to the eHealth Interoperability
Framework Study
Despite the climate of the economic crisis, the market potential of eHealth is strong. The global telemedicine market
has grown from $9.8 billion in 2010 to $11.6 billion in 2011, and is expected to continue to expand to $27.3 billion in
2016, representing a compound annual growth rate of 18.6%. The well being market enabled by digital technologies
(mobile applications, devices) is rapidly growing.
eHealth can benefit citizens, patients, health and care professionals but also health organisations and public
authorities. eHealth – when applied effectively - delivers more personalised ‘citizen-centric’ healthcare, which is more
targeted, effective and efficient and helps reduce errors, as well as the length of hospitalisation.
Despite the opportunities and benefits, major barriers hamper the wider uptake of eHealth and one of the major ones
is the lack of interoperability between eHealth solutions. That is why we need an EU eHealth Interoperability
Framework, in order to achieve convergence in the way standards are used, and to accelerate the takeup of eHealth
standards.
The large scale pilot epSOS has developed its own interoperability framework in order to make the exchange of
patient data and ePrescriptions across the borders possible. The feasibility has been demonstrated now, but as
epSOS is (only) a pilot project, we need to bring the epSOS interoperability framework to the policy level in order to
utilise it for large scale deployment of eHealth Services under the Connecting Europe Facility. This study has
analysed and assessed the epSOS interoperability framework and some of the standards and specifications on
which it relies.
However, it didn't stop there. It also defined a vision for an EU interoperability framework with a larger scope. CEF
eHealth deployments will start with epSOS use cases but this will only be a beginning. Other services will follow,
such as telehealth services, or the exchange of medical images or laboratory results, and that's why 8 additional use
cases and their associated specifications were analysed in this study. Furthermore, if we want the EU eHealth
market to be efficient, the eHealth Interoperability Framework should not only tackle cross border use cases and
should not be limited to CEF deployment. If we want a functioning internal market, we need the national, regional and
local interoperability frameworks in which national, regional and local deployments will take place, to converge as
much as possible, while taking into account local, regional and national specificities. That is the final goal, that is the
amibition. The road is long and winding but we hope to bring patients and citizens more empowerment and better
lives, better tools to give better and safer care to healthcare providers, better market conditions to the industry and
better possibilities to exploit the untapped potential of electronic Health Records to the research community and
public authorities.
This study is only a start, it is not an end.
Peteris Zilgalvis

Benoit Abeloos

Head of Unit

In charge of standardization and Interoperability

Health and Wellbeing

Health and wellbeing unit

DG Connect

DG Connect
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1 – Introduction
Interoperability is sometimes considered simplistically as a technological notion associated
with "connectivity" and "connectedness". However, interoperability implies not only that
information can be communicated between many systems or services but that the receiving
system is able to use the information received to perform specific actions (which effectively
scope the extent of the interoperability). For interoperability to succeed in the eHealth
domain, even this view is too narrow: the interoperability of legislation, processes and
business relationships also needs to be considered within a more extensive health-related
landscape. Therefore, eHealth interoperability is associated with a wider concern for
interoperability.
In 2012, the European Commission developed a European eHealth Interoperability
Framework (EIF). As a result, it is the goal of this study to propose a high-level structure of
the eHealth EIF (Deliverable 2) and to help to define the technical part of the framework
(Deliverables 3 and 4). In total, four reports are submitted in the context of the study, each
of which is stand alone.
The study sets out to develop a first proposal for the technical part of the EIF based on the
assessment of two profile development organisations, Continua Health Alliance (Continua)
and Integrating the Healthcare Enterprise (IHE)2, and the profiles created by them. In this
sense, the study is enhancing the work of the Digital Agenda for Europe (European
Commission, 2010a) by enabling the fostering of EU-wide standards. Indirectly rather than
directly, the study facilitates the preparatory work for the ensuing thematic network on the
"adoption, taking up and testing of standards and specifications for eHealth
interoperability", which was submitted to the European Commission for evaluation and
consideration in mid-May 20123, and which is likely to be launched in early 2013.

1.1 – Objectives and structure of this report
The objective of this report, the first report in a series of four, is to provide a reading guide
for the eHealth EIF study. In particular, the first objective of the report is to provide a
number of practicalities that outline the study, such as an overview of deliverables, timing,
and exact scope. The second objective of the report is to illustrate the background of the
study composed of the appropriate policy agenda, inputs from academia on eHealth and
Information and Communication Technology (ICT) interoperability, and standardisation
activities related to eHealth interoperability area. The third objective of the report is to
provide an activity report covering documentation related to the interactions with all
relevant stakeholders. In particular, some of the policy elements of this report are covered
in finer detail in the second report of this study, "The vision of the eHealth European
Interoperability Framework".
The report is structured as follows. This chapter provides an overview of the study
deliverables (section 1.2) including the timing of their provision (section 1.3), and defines
the scope of the study shaped by the HITCH (Healthcare Interoperability Testing and
Conformance Harmonisation) roadmap and activities of the profile development
organisations (Continua and IHE) and epSOS (European patients - Smart open Services)
project (section 1.4).
2

The study considered the epSOS project as a temporary organisation that developed (non-IHE) technical specifications, and that
supported the extension / development of IHE profiles. The study team focused on the organisational aspects of the epSOS project.
3
http://ec.europa.eu/information_society/activities/ict_psp/documents/cip_ict_psp_wp2012_adopted_01022012.pdf
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The next part of the report provides a background description of European Union eHealth
Interoperability (chapter 2). It consists of a policy context describing the policy agenda and
legal background related to eHealth interoperability (section 2.1.1 till section 2.1.12); a
review of recent European eHealth interoperability studies including the CALLIOPE (Call for
Interoperability) Thematic Network, eHR-QTN (Quality Labelling And Certification of EHR
Systems) project, epSOS project, HITCH project, Mandate 403, SmartPersonalHealth
project, SemanticHealthNet project and STORK (Secure idenTity acrOss boRders linKed)
(section 2.2.1 till section 2.2.8); an overview of European ICT research in interoperability
(section 2.3); and an overview of standardisation activities contributing to eHealth
interoperability (section 2.4).
The last part of the report describes all the activities performed during the study to gather
input and feedback from the relevant stakeholders active in the eHealth domain (chapter
3). In particular, chapter 3 details preparatory calls and meetings, webinars, online polls,
workshops, conference calls, conferences attended by Deloitte, and gives an overview of
stakeholder interactions (section 3.1 till section 3.13). The document finishes with a
glossary, a bibliography, and a complete list of the participants of the workshops (Annex 1
and Annex 2).

1.2 – Objectives and high-level approach of each deliverable of the
eHealth EIF study
This section provides an overview of objectives and the high-level approach of each
deliverable in the study (Figure 1). Firstly, deliverable 1 (this report) aims to provide a
reading guide to the study by providing the background and rationale of the study, and by
describing the policy context behind the European Union eHealth interoperability and links
to recent European eHealth interoperability studies. This deliverable outlines the study
context using a descriptive format. Its content is non-exhaustive, as only the main
representative activities undertaken during the study are presented. Secondly, deliverable 2
aims to build a consensus on the vision of the eHealth EIF. It lays out a non-exhaustive
overview of the direction in which the eHealth EIF should evolve. In other words, this
deliverable is a first high-level proposal for the eHealth EIF, and can be seen as a prototype
of that framework. Thirdly, deliverable 3 aims to provide a working tool to assess profile
development organisations and profiles. The assessment framework is of exhaustive nature
as it is scoped by the Regulation on European Standardisation. Fourthly, deliverable 4 aims
to create a preliminary, non-exhaustive version of the technical part of the eHealth EIF. Its
scope is determined by a list of prioritised use cases and their corresponding profiles.
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Objective

High-level approach

1

Study report

•

Provide high-level
overview of study

•
•

Descriptive
Non-exhaustive

2

Vision on the eHealth EIF

•

Build consensus on vision
for eHealth EIF

•
•

Direction setting
Non-exhaustive

3

Assessment framework

•

Provide a tool to assess
profile development
organisations and profiles

•
•

Regulation based
Exhaustive

4

Population of technical
level of the eHealth EIF

•

Create a first version of
the technical part of the
eHealth EIF

•

Scope determined by use
cases and profiles
Non-exhaustive

•

Figure 1 - High-level approach and objective per deliverable

1.3 – Timing of the eHealth EIF study
In order to produce the four deliverables required of the eHealth EIF study, the study team
followed an iterative approach. The study was structured in two phases. The purpose of the
first phase was to leverage the work of the epSOS large-scale pilot, and to focus on the use
cases used by epSOS. The second phase took the findings from the first phase into account,
and focused on eight additional use cases proposed during the first phase.
As displayed by Figure 2 the first phase started in the beginning of January 2012, and
ended in the middle of June 2012. The second phase started in the middle of June 2012,
and ended in December 2012.

Webinar 2

Webinar 1

eHealth EIF Phase I

eHealth EIF Phase II
June July

Jan
Workshop 1

Dec
Call with
eHGI experts

Workshop 2

Figure 2 – Timeline for the eHealth EIF study
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During the first phase of the study, two events were organised to share the team’s findings
and to request feedback from stakeholders. Firstly, on 2 April 2012, a webinar was
organised to share the first findings, and to prepare the participants of the subsequent
workshop. Secondly, the first eHealth EIF workshop was organised in Brussels on the 16
April 2012.
During the second phase of the study, a second workshop was held. Several activities were
organised to capture stakeholder feedback, including a conference call (30/08/2012) with
experts from the eHealth Governance Initiative (eHGI), a webinar (3/10/2012) to prepare
the participants of the subsequent workshop, and ultimately the second eHealth EIF
workshop (8/11/2012).

1.4 – Scope of the eHealth EIF study
This section discusses the scope of eHealth EIF as defined by the HITCH roadmap (section
1.4.1), the scope of eHealth EIF in terms of the Mandate M/403 study (section 1.4.2), the
profile development organisations included in this study (section 1.4.3), the role of epSOS,
(in so far as epSOS was considered to be a temporary organisation that developed technical
specifications) (section 1.4.4), and the main assumptions underpinning the eHealth EIF
study (section 1.4.5).
1.4.1 – Scope of eHealth EIF as defined by HITCH roadmap4
HITCH (Healthcare Interoperability Testing and Conformance Harmonisation) was about
developing a vision of how interoperability and conformance testing of eHealth systems
should be organised in Europe and beyond. The project ended in June 2011 and published a
roadmap.
The eHealth EIF was included in the first phase of the HITCH roadmap (Figure 3) as a
European strategic milestone:

4

http://hitch-project.eu/sites/www.hitch-project.eu/files/HITCH-Roadmap-V1.1.pdf
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Operationalize: 2013-2014

Get Ready: 2012-2013

Deploy: 2015-20XX

Can be used as
input for

Figure 3 - The three phases of the HITCH roadmap

In this context, the scope of the eHealth EIF was clearly defined by the HITCH roadmap:
“Based on a set of use cases, the [eHealth] interoperability framework will list
profiles and standards responding to the functional requirements. Thus, we
encourage the classification of profiles by priority linked to their usage. For
example, profiles and standards related to the interoperability infrastructure
need to be defined with high priority before the deployment of the profiles
linked to a specific clinical use case. … The first draft of the Interoperability
Framework will be submitted to the eHealth Governance Initiative for
comments and feedback. The first set of profiles will be used for the evaluation
and pilot in phase 2. Feedback from phase 2 will allow some adjustment of the
framework. (Op Cit. 5, p. 32 - 33).
1.4.2 – Scope of eHealth EIF in terms of the M/403 report
This study is a follow-up on some of the results of Mandate M/403 report. The Mandate
M/403 report defined five processes:
1.
2.
3.
4.
5.

Use case definition and prioritisation;6
Base standards development;
Profile development and maintenance;7
Profile quality assurance test plans and tools;
Sharing of best practice in deploying eHealth projects.

The eHealth EIF study focuses on the first and the third M/403 process, by starting from the
M/403 initial list of use cases, and further prioritising this list of use cases. Furthermore, the
5

http://hitch-project.eu/sites/www.hitch-project.eu/files/HITCH-Roadmap-V1.1.pdf
Emboldening added by the study team.
7
Emboldening added by the study team.
6
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study reviews existing processes in view of the identification of technical specifications
instead of running these M/403 processes.
1.4.3 – Profile Development Organisations in Scope
In order to start building the eHealth EIF, this study includes in its scope only a limited set
of profile development organisations in scope. More specifically, two profile development
organisations are considered in this study, i.e. IHE and Continua, for the following reasons:
•
•
•
•

•

IHE and Continua are recognised international organisations developing and testing
ICT interoperability specifications in eHealth, mainly at the technical level (though
their specifications also refer to the semantic level);
Dependence on mandate 403 was one of the reasons why IHE and Continua were
selected for the study;
IHE has developed a use case based methodology which is being endorsed by the
International Organization for Standardization (ISO): ISO TR28380 IHE Global
Standards Adoption Process;
IHE profiles are present in some national eHealth interoperability frameworks (e.g.,
Austria, France, Germany, Italy, Spain, Switzerland, Netherlands, Turkey, United
Kingdom as well as the United States of America (US)), and in the epSOS
interoperability framework and architecture;
The European policy focus on the deployment of telemedicine services (Digital
Agenda for Europe action 758) pleads for considering interoperability in personal
health systems, which is at the heart of Continua's area of action.

Although IHE and Continua are representative examples of profile development
organisations, the approach followed by this study ought to be scaled up to other
organisations after the study ends. Thus, more specifications of development organisations
can be added after the delivery of the study materials.
1.4.4 – epSOS as a temporary organisation that developed technical specifications
During the second phase of this study, the study also considered the epSOS project as a
temporary organisation that developed (non-IHE) technical specifications, and that
supported the extension / development of IHE profiles:
•
•
•

The epSOS project consolidates multi-stakeholder requirements via a use case based
approach, starting from cross-border use cases, such as ePrescription /
eDispensation, and Patient Summary;
The epSOS project has created an interoperability framework and architecture based
on IHE profiles and other standards;
In the context of the epSOS project, the contributing organisations, Fraunhofer and
Tiani-Spirit contributed to the extension of the IHE Cross Community Fetch (XCF)
profile.

Although epSOS can be considered as a temporary organisation that developed technical
specifications, there are still many differences between the epSOS project and the
structural profile development organisations (i.e., IHE and Continua): included are cost
structure, operating logic, and timing. As a result, the study does not compare the
outcomes of the epSOS assessment to the assessment results of IHE and Continua, but
shows that EU-funded projects might be used to develop ICT specifications compliant with
8

https://ec.europa.eu/digital-agenda/en/pillar-vii-ict-enabled-benefits-eu-society/action-75-give-europeans-secure-online-accesstheir

DG CONNECT eHealth EIF – D2 Study Plan 11

the criteria of the EU standardisation regulation9.
1.4.5 – Main assumptions made by the eHealth EIF study
The study highlights a list of prerequisites and assumptions that are important, and
transversal, to the study. The main prerequisites needed to make progress with the study
are listed below:
•
•

The requirements and the clinical needs that drive the use cases are understood by
the stakeholders (cf. the M/403 process “Use case definition and prioritisation”);
A representative set of base standards, needed to support the prioritised use cases,
exists and can be provided by the profile development organisations in scope of this
study (cf. M/403 process “Base standards development”).

In addition, the following assumptions were made throughout the eHealth EIF study:
•

•
•

•

The study follows an iterative approach, leading to continuous improvement of the
study material. As a result, the study deliverables represent the beginning of a
journey for the eHealth EIF, and do not seek to represent the final version of the
eHealth EIF;
Where possible, the eHealth EIF study provides links to existing eHealth projects or
re-uses existing eHealth project material;
The study team formulated and documented the interpretation of the criteria defined
by Annex II of the Regulation on European Standardisation. These interpretations
are considered to have acted as internal guidelines for the Deloitte study team
during the use of these assessment questions whenever this occurred in subsequent
stages of the study;
Full eHealth interoperability10 may not be feasible, and may even not be desirable
(since, for example, it could be too costly to achieve or it could prevent innovation
from occurring).

9

EU funded projects should reflect the political and/or policy strategy and that their technical specifications have to comply with the
political and/or policy strategy and the legal framework.
10
In the context of this study, full eHealth interoperability refers to full legal interoperability, full organisational interoperability, full
semantic interoperability, and full technical interoperability. Note that the SemanticHEALTH report defined full semantic and
technical interoperability as Level 3 interoperability. (Source:
http://ec.europa.eu/information_society/activities/health/docs/publications/2009/2009semantic-health-report.pdf)
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2 – Background on European Union eHealth
Interoperability
In terms of the background to the development of a European approach to eHealth
interoperability, at least two elements need to be borne in mind: the policy and the
research orientations, and their outcomes. This chapter starts by exploring a general
approach to the European policy context in terms of interoperability (section 2.1). It then
offers some details on a selected number of initiatives that have provided the recent
underpinnings to eHealth interoperability policy (section 2.2). It identifies those actions
which developed more specifically out of the European Union's research and technological
development framework programmes and associated research (section 2.3) before, finally,
it examines a number of standardisation initiatives (section 2.4).

2.1 – Policy Context on European Union eHealth Interoperability
A policy-oriented focus on eHealth interoperability for the European Union first began in the
middle of the last decade. Early dialogue on the topic of interoperability took place in the
framework of various eHealth groups established in the wake of the first eHealth Action Plan
(European Commission, 2004), and particularly in the context of the initial eHealth
stakeholders' group. Early consensus on the issues at stake was first described in a simple
document that was accompanied by a set of elementary use cases (European Communities,
2006). Towards the latter end of the last decade and the beginning of this decade, more
formal documentation approved at the level of the European Commission level began to be
established (European Commission, 2008). Today, documents produced in the eHealth
domain are in closer and closer alignment with policy and thinking emerging from the
generic fields of interoperability and standardisation. Given the stipulation of the proposed
regulation on European standardisation, for example, this is particularly appropriate (see
the details of various initiatives outlined in sections 2.1.1-2.1.12).
Many European policy domains are not governed by a single policy document: this is
particularly the case of eHealth interoperability. The current, relevant, over-arching
European policy documents are those of the EU2020 (European Commission, 2010c) and
two of its associated pillars, the Digital Agenda for Europe (European Commission, 2010a)
and the Innovation Partnership on Active and Health Ageing (Steering Group, 2011). In two
previous policy eras, similarly important policy documents were the i2010 policy agenda
(Commission of the European Communities, 2005) and the eEurope action plan
(Commission of the European Communities, 2000) that influenced thinking and acting in
the eHealth policy field.
Twelve policy-related activities or documents are discussed in this section of the report.
These activities have either taken place already, or the documents have been published
over a broad five-year time-period that ran from 2008-2012. The order in which these
issues are treated is by no means time-based: there is, however, a sequential element to
each domain of interest. Some of the future activities highlighted will stretch until the end
of 2020 (a key example of this is the eHealth Action Plan (2012-2020)).
2.1.1 – Communication on the Digital Agenda for Europe
In 2010, the European Commission launched the Europe 2020 strategy (European
Commission, 2010c). Its focus on the need for smart, sustainable and innovative growth,
emphasised through its seven flagship initiatives, drew attention to the need for the digital
single market and appropriate regulation.
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One of its several flagship initiatives is the Digital Agenda for Europe (European
Commission, 2010a).The Digital Agenda's overall aim is to "deliver sustainable economic
and social benefits from a digital single market based on fast and ultra fast internet and
interoperable applications" (Op Cit, p.3). Clearly interoperability is key to the work of the
Digital Agenda. The Communication that laid down how the agenda is to operate stated
that:
Europe does not yet reap the maximum benefit from interoperability.11
Weaknesses in standard-setting, public procurement and coordination between
public authorities prevent digital services and devices used by Europeans from
working together as well as they should. The Digital Agenda can only take off if
its different parts and applications are interoperable and based on standards and
open platforms. (Op Cit., p.5).
Several of the Digital Agenda's actions relate to eHealth. Closest in content to the work of
this study is action 77 that is intended to "foster EU-wide standards, interoperability testing
and certification of eHealth systems by 2015 through stakeholder dialogue."12
2.1.2 – Directive on the application of patients’ rights in cross-border healthcare
Directive 2011/24/EU of the European Parliament and of the Council on the application of
patients’ rights in cross-border healthcare (Directive 2011/24/EU, 2011), dated 9 March
2011, states in its recital 50, that:
Member States should facilitate cooperation between healthcare providers,
purchasers and regulators of different Member States at national, regional or
local level in order to ensure safe, high-quality and efficient cross-border
healthcare. ...
and, later in the same recital, that:
Such cooperation may concern joint planning, mutual recognition or adaptation
of procedures or standards, interoperability of respective national information
and communication technology (hereinafter ‘ICT’) systems, practical
mechanisms to ensure continuity of care or practical facilitating of cross-border
provision of healthcare by health professionals on a temporary or occasional
basis.13
Article 14 of this Directive on eHealth sets out the establishment of a formal, voluntary
network of Member States. The network has three objectives: working towards sustainable
economic and social benefits of European eHealth systems and services and interoperable
operations,14 the drawing up of guidelines, and support of the Member States in the
development of common identification and authentication measures.
2.1.3 – eHealth Network
On the 8 May 2012, the eHealth Network, as stipulated in article 14 of the Directive, was
launched. The eHealth Network participants are the Ministers or state secretaries of the
appropriate ministries of health in the EU27 (or their replacements or representatives). Also
11

Emboldening added by study team.
http://ec.europa.eu/information_society/newsroom/cf/fiche-dae.cfm?action_id=235&pillar_id=49&action=Action 77%3A Foster
EU-wide standards, interoperability testing and certification of eHealth
13
Emboldening added by the study team.
14
Emboldening added by the study team.
12
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included as observers are representatives from a number of European Economic Area or
European Free Trade Association countries and candidate countries.
In its conclusion, the network's first meeting included an acknowledgement that
interoperability will become one of the priorities of the 2012-2014 Multiannual Work
Programme.15 At the same time, the eHealth Governance Initiative (eHGI) was invited to
follow up on preparing a policy paper on semantic interoperability in Europe. Liaison work
related to the interoperability of European and national databases for medicinal products
took place, on the part of the Secretariat, in preparation for the second eHealth Network
meeting scheduled for November 2012.16
The network met for the second time on 7 November 2012. The content of the minutes of
that meeting are not yet publically available at the date of writing of this report.17
2.1.4 – eHealth Governance Initiative
This governance initiative is the result of longstanding informal co-operation among the
Member States of Europe on eHealth that dates back to meetings of the eEurope sub-group
on eHealth and the i2010 sub-group on eHealth.18
The first formalisation of this work on governance was laid down by the official conference
conclusions of the 2009 eHealth high-level conference under the Czech Republic's
presidency of the Union.19 Close co-operation between the various services of the European
Commission (principally the two Directorates-General on Health and Consumer Affairs, and
the then Information Society and Media – now Connect), facilitated the formal
establishment of this joint action.
The eHealth Governance Initiative supports the decision-making of the formal network on
eHealth that was established by the 2011 Directive on the application of patients’ rights in
cross-border healthcare (see sections 2.1.2 and 2.1.3). To achieve coordination, coherence
and consistency, the governance initiative operates within the framework of the network,
and the objectives allotted to it. Among the key priorities of work are: eIdentity governance
for eHealth services, semantic and technical interoperability, data protection, electronic
patient summaries, and other priorities.20 The governance initiative consists of a total of
nine work packages. Among its most active work packages are those which related to
interoperability, standardisation and market; policy and strategy initiatives; and road
mapping.
Last but not least, policy directions in Europe develop over time, and the stakeholder
groupings needed to support them also change. A first eHealth stakeholder group was able
to support the preparatory work of eHealth in Europe during the period 2006-2010. A
second has been set up more recently (see section 2.1.8).
This study is able to rely on input and feedback on its work that comes from the eHealth
Network, the eHealth Governance Initiative, and the eHealth stakeholders' group.

15

13

The minutes of this meeting are publically available. See footnote
http://ec.europa.eu/health/ehealth/docs/ev_20120508_mi_en.pdf
17
http://ec.europa.eu/health/ehealth/policy/network/index_en.htm
18
http://ec.europa.eu/information_society/activities/health/policy/ehealth_governance_initiative/index_en.htm
19
http://ec.europa.eu/information_society/activities/health/docs/events/2009/ehealth2009/prague_declaration.pdf
20
http://www.ehgi.eu/default.aspx
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2.1.5 – Communication on European Innovation Partnership on Active and Healthy
Ageing
The Communication on the Innovation Union was published at the end of 2010 (European
Commission 2010d). Innovation was judged to be the best means to tackle a number of
major societal challenges, among them healthy ageing. The first of the partnerships to be
launched was that of active and healthy ageing. In February 2012, a Communication was
published entitled "Taking forward the Strategic Implementation Plan of the European
Innovation Partnership on Active and Healthy Ageing" (European Commission, 2012b). The
partnership combines relevant funding mechanisms and facilitates various Calls for
commitment and expressions of interest. As the Communication points out, the
partnership:
brings together public and private stakeholders to accelerate the deployment of
major innovations by committing them to undertaking supply and demand side
measures across sectors and the entire innovation system. The Partnership is
neither a new funding programme or instrument nor a new legal entity, and
does not replace existing decision-making processes. (Op. Cit, p.3).
It places emphasis on the need for appropriate regulatory frameworks. It judges that:
Standards and interoperable solutions are another set of vital
framework conditions.21 The Commission considers inadequate technical
standards, or a lack thereof, to be a barrier and commits to supporting the
development of a new EU framework for interoperability testing, quality labelling
and certification of eHealth, integrated care, independent living and active
ageing solutions and platforms. It will work closely with the relevant fora and
consortia, in the context of the new EU Standardisation framework, to accelerate
the adoption of standards and the development of interoperability guidelines,
profiles and specifications in eHealth (including integrated care) and independent
living (Op Cit, p.6).
The partnership also values the selection of appropriate reference sites on active and
healthy ageing that may be located at city or regional levels or be associated with various
integrated hospital or care associations. These reference sites are viewed as able to provide
concrete evidence of their performance and the demonstration of breakthrough solutions.
This study may have a role in supporting the progress of the partnership in terms of the
enhancement of the development of interoperability testing and the adoption of appropriate
standards and interoperability guidelines. It is anticipated, at a general level, that the use
cases that are selected in the context of this study will support the intentions of the
partnership.
2.1.6 – eHealth Action Plan (2012-2020)
The second eHealth Action Plan22 outlines the actions to be taken over a seven-year period
leading up to 2020. It is complementary to the timelines of the Digital Agenda for Europe
(European Commission, 2010a), and it is pertinent to the work of the European Innovation
Partnership.
European Council conclusions published in December 2009 requested for an "update of the
eHealth Action Plan on eHealth" (Council of the European Union, 2009). In the first half of
21
22

Emboldening added by the study team.
http://europa.eu/rapid/press-release_MEMO-12-959_en.htm
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2011, a public consultation was organised that captured a sense of public opinion on those
policy directions in this field that were considered to be important.
As a result, the second eHealth action plan aims to improve healthcare for the benefit of
patients, give patients more control over their care and bring down costs. While patients
and health professionals are enthusiastically using telehealth solutions and millions of
Europeans have downloaded smartphone apps to keep track of their health and wellbeing, it
is thus considered that digital healthcare has yet to reap its great potential to improve
healthcare and generate efficiency savings.
The Action Plan attempts to increase the pace of change and improvement in healthcare by:
1.
2.
3.
4.

Clarifying areas of legal uncertainty;
Improving interoperability between eHealth systems; 23
Increasing awareness and skills among patients and healthcare professionals;
Putting patients at the centre with initiatives related to personal health management
and supporting research into personalised medicine;
5. Ensuring free legal advice for start-up eHealth businesses.

More information about the eHealth Action Plan is given in Deliverable 2.
2.1.7 – Recommendation on cross-border interoperability of electronic health
record systems
This Recommendation24 was discussed for several years prior to its publication in 2008.
Supporting discussions were first developed in at least two previous documents that were
related with the work of stakeholder groups (e.g., the first eHealth stakeholder group which
ran from 2006-2010) and with studies (European Communities, 2006; Stroetmann et al,
2007).
It was intended that the Recommendation would provide a basic framework for the initial,
and on-going, piloting work that would be undertaken in the context of the Competitiveness
and Innovation Programme (CIP) Information and Communication Technologies (ICT) Policy
Support Programme (PSP). This was particularly seen in the eventual launch of the
electronic health records and ePrescription-related large-scale pilot called epSOS.
This was the first formal policy document produced specifically in the European eHealth field
that had a clear reference to interoperability, although it focused principally on cross-border
health care and the use of electronic health records. As with all Recommendations, it
provides a summary of all the relevant legislation in place that supports the proposal for the
formal Recommendation (in this case, the timeline of eHealth-related legislations runs up
until 2007). It also:
provides a set of guidelines for developing and deploying interoperable electronic
health record systems, allowing for cross-border exchange of patient data within
the Community so far as necessary for a legitimate medical or healthcare
purpose.
The document was conceived as contributing to the development of European eHealth
interoperability until the end of 2015. Hence, it lays out a generic framework of all the
relevant organisational, political, semantic and technical interoperability; the role of
23
24

Emboldening added by the study team.
http://ec.europa.eu/information_society/newsroom/cf/itemlongdetail.cfm?item_id=4224
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certification; and the need for associated awareness-raising, education, evaluation, and
monitoring. The Member States were encouraged to report back on their progress on
eHealth interoperability on an annual basis. They did so on at least one occasion, in 2010,
one year after the Recommendation's publication (European Commission, 2008). See also
CALLIOPE (2010) for further progress towards an eHealth Interoperability Roadmap.
This Recommendation provides the initial, formal starting-point, and content, for the later
work in the domain of the eHealth Interoperability Framework (see also sections 2.1.92.1.11). This Recommendation effectively defines the high-level "business requirements"
(or environmental conditions) for the eHealth Interoperability Framework. Among these
business requirements are:
•
•
•
•
•
•
•

the political level and the organisational levels of cross-border interoperability of
electronic health records;
the technical interoperability of electronic health record systems;
the semantic interoperability of electronic health record systems;
certification of electronic health record systems;
protection of personal data;
monitoring and evaluation;
education and awareness-raising.

2.1.8 – eHealth Stakeholder Group
The eHealth Stakeholder Group was formally established in spring 2012.25 While the
eHealth Governance Initiative deals with governance, and is mainly lead by Member State
experts or representatives, the eHealth Stakeholders Group aims to gather relevant
stakeholders outside the Member States. A Call for Expression of Interest was organised in
late 2011/early 2012 to capture interest on the part of stakeholders outside the Member
States. As a result, the European Commission selected the relevant stakeholder groupings
for membership of the group.
The 29 organisations involved in the group are each represented by a representative and/or
his or her substitute. These persons are high-level representatives with a "proven expertise
in eHealth". Their roles in the development of policy on regulations or legislation on eHealth
will be to provide relevant reports and documentation. In alphabetic order, the
organisations involved are certification organisations, consumer and patient organisations,
health professionals' organisations that cover both clinicians and nurses, health authority
organisations, hospital organisations, pharmaceutical organisations, standardisation
development organisations, and various others fora and alliances.
The stakeholder group is expected to operate for a three-year period. The means by which
this stakeholder group may be replaced by another group, after its three-year timeline of
activity, is under current discussion.
2.1.9 – Article 29 Working Party and work on data protection undertaken by
epSOS, the large-scale pilot
The Article 29 Working Party was established as a result of the Directive 95/46/EC of the
European Parliament and of the Council of 24 October 1995 on the protection of individuals
with regard to the processing of personal data and on the free movement of such data. The

25

http://ec.europa.eu/information_society/activities/health/policy/stakeholders_group/index_en.htm
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working party has a purely advisory status, and acts independently.26 Its composition and
structure includes:
•
•
•

a representative of the supervisory authority (or authorities) designated by each EU
country;
a representative of the authority (or authorities) established for the EU institutions
and bodies;
a representative of the European Commission.

In 2007, the Article 29 Working Party provided a first set of insights into personal data
relating to health in terms of electronic health records (Article 29 Working Party, 2007).
That first report should be read in conjunction with the 2012 report relative to the work of
epSOS (see section 2.2.3 for more epSOS details). The second report, on epSOS, was
published on January 25, 2012 (Article 29 Working Party, 2012).27 The report makes 14
separate recommendations. However, it also observed that it was able to make general,
rather than specific, recommendations. This limitation was due to the rather preliminary
stage of piloting which epSOS has reached by the end of 2012.28
This study's analysis is due to take into account the published findings of the Article 29
Working Party's 2012 report. In tandem, both the earlier 2007 report findings and the
implications of the European Communication's proposal for a new Directive on the
processing of personal data should also be borne in mind (European Commission, 2012a).
The focused work of this study on data protection should be read alongside the next major
section of this deliverable (entitled Relevant EU eHealth interoperability studies) which
outlines those studies that have been co-financed by the European Commission and which
have implications for eHealth interoperability at the legal level.
2.1.10 – The European Interoperability Strategy and Framework
In 2010, the European Commission published a Communication entitled "Towards
Interoperability for European Public Services" (European Commission, 2010e). Two annexes
accompanied this document. The first defined a "European Interoperability Strategy" (EIS),
and the second a "European Interoperability Framework" (EIF).
The European Interoperability Framework (EIF) promotes and supports the delivery of
European public services by fostering cross-border and cross-sectoral interoperability. The
EIF is maintained under the Interoperability Solutions for European Public Administrations
(ISA) programme, in close cooperation with the Member States and the Commission. The
States and the Commission work together according to the spirit of Article 170 of the Treaty
on the Functioning of the European Union.
It is intended that the eHealth Interoperability Framework will apply the EIF to the domain
of eHealth. This study therefore takes into account particularly the EIF principles,
recommendations and interoperability agreements. It is important to note that the EIF
covers public services while health services should be more considered as of general
interest.

26

http://ec.europa.eu/justice/data-protection/article-29/index_en.htm
http://ec.europa.eu/justice/data-protection/article-29/documentation/opinion-recommendation/files/2012/wp189_en.pdf
In November 2012, 11 Member States are piloting: 11 Member States are testing the functioning of the patient summary, and 2
Member States are piloting ePrescription.
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2.1.11 – Communication on a strategic vision for European standards
This Communication is one of two policy documents published by the European Commission
in the first half of 2011 (European Commission, 2011a) (see also 3.1.11). The document
starts by describing the history and role of the three European standardisation
organisations,29 and the roles played by their outcomes (when acting as policy tools on the
part of the European Union).
Rapid and flexible response to global needs will be required (Op Cit, p.2). The 2011 Council
Conclusions were focused on the need for acceleration, simplification and modernisation of
the standardisation process (Op Cit, p.3). Ultimately: "European standards can complement
but not substitute European legislation, or prevent the European legislator from addressing
major issues in the EU" (Op Cit, p.3). The document lays down terms and conditions for the
standardisation rules and regulations due to affect ever-increasing technological domains in
the European Union.
The annual work programme on standardisation to be formulated by the European
Commission is clearly of substantial importance in this regard. An independent review of
this revision of the standardisation process is anticipated in 2013, as is its alignment with
the post-2013 Multiannual Financial Framework.
One particular area in which standardisation is considered to be expanded in the future is
that relating to equipment to be used by older adults ("elderly people") (Op Cit, p.2).30 This
Communication is of importance to this study in relation to the approach it proposes to the
improvement of "accessibility of disabled and elderly people" (Op Cit, p10). As the
document itself points out, this will have implications for innovation, social innovation, and
the progress of the European single market. At the Member State level, Action 8 of the
Communication envisages the involvement of elderly persons in standardisation.
This study will take the requirements for European standards into account. This strategic
vision is important in terms of the focus it pays to the new orientation for standards, the
laying down of activities in relation to standards year-on-year, the relationship with the
market, and with such domains of innovative development as the devices and equipment to
be used by Europe's generations of older adults.
2.1.12 – Regulation on European standardisation
On 4 October 2012, the Council adopted the new Regulation on European standardisation,
which aims at modernising and improving the European standardisation system (European
Commission, 2012c).31 It defines criteria for international and European standards
particularly with regard to the annual publication of work programmes on key
standardisation issues, general transparency, and the management and delegation of the
processes involved. It foresees the indispensability of progress on European
standardisation, but does so in a context that makes reference to other global forms of
standardisation formulation as well as the importance of the involvement of small- and
29

The three bodies are CEN, CENELEC and ETSI. CEN is the European Committee on Standardization
http://www.cen.eu/cen/pages/default.aspx. CENELEC is the European Committee for Electrotechnical Standardization
http://www.cenelec.eu. ETSI is the European Telecommunications Standards Institute
http://www.etsi.org/WebSite/homepage.aspx.
30
Device-specific interoperability is certainly advancing; however, a device-only focus will not be helpful in the long run.
Researchers and policy-makers involved in the eHealth field believe that what is actually needed is a rich interoperability of
medical, health, and wellness devices, that are both interoperable with each other and together with the complete electronic
health record. The aim would, ultimately, be to support a holistic information environment around each individual person. This
broad overview would then support a more effective use of guidelines, alerts, educational resources and, thus, enhance a
person's self-management of health.
31
http://register.consilium.europa.eu/pdf/en/12/pe00/pe00032.en12.pdf
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medium-sized enterprises and other stakeholder groupings in the process.
These descriptions of a standardisation body are considered to be necessary, but not
sufficient, behaviours for good quality individual standards. They will not ensure, therefore,
a collection of coherent – interoperable – standards across the various standards bodies
and their working groups.
The regulation foresees the identification by the European Commission of technical
specifications in the field of information and communication technologies, if they satisfy the
criteria of openness, consensus and transparency and other requirements such as the
licensing of intellectual property rights on the basis of fair, reasonable, and nondiscriminatory terms (FRAND). This regulation offers a legal basis for the identification of
technical specifications that could be referred to in public calls for tender.
One of the primary objectives of this study is to assess the technical specifications issued
by the two consortia, Continua and IHE (strongly supported by the epSOS project in the
case of the two cross border use cases) against the criteria described in Annex II of the
Standardisation Regulation.

2.2 – Recent European eHealth interoperability studies
The projects described below are all relatively recent initiatives relating to the
interoperability of eHealth systems that have been, or are being, funded or co-funded by
the European Commission. The studies and projects are described in alphabetic order. The
results of several of these initiatives are taken into account in the framework of this study.
2.2.1 – The CALLIOPE Thematic Network32
CALLIOPE (Call for Interoperability) was an EU-funded Thematic Network "CALLIOPE Creating a European coordination network for eHealth interoperability implementation". It
produced the EU eHealth Interoperability Roadmap33 that acts as a base document for this
study (CALLIOPE, 2010a). The intention of the CALLIOPE roadmap was to propose a robust,
complete and consistent global view of EU eHealth Interoperability, by describing possible
“highways” for action and presenting a coherent factual basis for decision-making on the
part of European policy-makers. The roadmap was adopted as a baseline decision support
document by the eHealth High Level Governance Group, the predecessor of the eHealth
Network34.
CALLIOPE also produced a standardisation status report (CALLIOPE, 2010b), that prescribes
a list of recommendations related to activities by the European Commission, European
Standardisation Organisations, Member States and suppliers. A summary of the main
recommendations is given below:
•

For the eHealth High Level Governance Group, together with the European
Commission, to:
o Provide direction, prioritise use cases and co-ordinate the prioritisation of
business areas for standardisation based on balanced proposals by
stakeholders;
o Encourage review of national standardisation and harmonisation activities;

32

http://www.calliope-network.eu/
http://www.calliope-network.eu/Consultation/tabid/439/Default.aspx
34
http://ec.europa.eu/information_society/activities/health/policy/ehealth_governance_initiative/index_en.htm
33
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Implement a peer assessment system of standards use across Member States
where relevant and to provide evidence of market uptake and use;
o Support EU actions for further exploring different funding models for access
and use of e-Heath standards;
o Enable the establishment of European-wide standards and accreditation
schemes for eHealth where appropriate.
For Member States to:
o Co-ordinate business and clinical experts to contribute to use case
development;
o Establish national standards committees or, where they exist, review
membership and engagement to ensure sufficient representation of major
stakeholders;
o Encourage stakeholder representation in standards development and
standards policy committee meetings;
o Use standards and accreditation schemes where appropriate;
o Launch processes, consistent with European and global dimensions, leading
to the selection of standards and the incentivisation of their use;
o Ensure systematic sharing of experiences of best practice in standards use.
o

•

2.2.2 – The eHR QTN project35
eHR-QTN was a thematic network set up to prepare the health community across Europe for
systematic and comparable quality assurance and certification of e-Health products, more
specifically of electronic healthcare record systems.
2.2.3 – The epSOS project36
epSOS (European patients - Smart open Services) is the main European electronic Health
(“eHealth”) interoperability project co-funded by the European Commission and the
partners as a large-scale pilot. It is the first large-scale pilot specifically intended to deliver
support for cross-border health care.
In the context of electronic health records, epSOS concentrates on the patient summary
and ePrescriptions. Even in epSOS's second wave activities, it still does not emphasise the
full electronic health record. It pays attention to improving medical treatment of citizens
while abroad by providing health professionals with the necessary patient data in a secure
electronic format. In particular, epSOS attempts to offer seamless healthcare to European
citizens by building and evaluating a service infrastructure. The pilot has developed a
multilingual interoperability framework and architecture including the development (and
translation) of an initial ontology.
epSOS is, however, by no means the first initiative supported by the European Commission
to foster initiatives in eHealth at a European scale, as can be seen in this report's later
examination of the history and comprehensiveness of eHealth-related research co-funded
by the European Commission (see section 2.3).
2.2.4 – The HITCH project37
HITCH (Healthcare Interoperability Testing and Conformance Harmonisation) was a project
about developing a vision of how interoperability and conformance testing of eHealth
systems should be organised in Europe and beyond. The project ended in June 2011 and
35

http://www.eurorec.org/RD/index.cfm
http://www.epsos.eu
37
http://www.hitch-project.eu/
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published a roadmap. Recommendation 1 of its roadmap is to:
“Drive adoption of interoperability standards and profiles at European level. This
is a critical precondition to enabling the development of consistent test tools and
certification/labelling. Profiles recognised at EU-level would reduce the
fragmentation of IT systems and the associated cost of development and
maintenance. If recognised profiles have the necessary flexibility, such as IHE
profiles, they could allow for national/regional customisation. ... Such recognised
profiles are expected to form the technical and semantic dimension of an
upcoming EU Interoperability Framework.”

2.2.5 – Mandate 40338
Mandate 403, called "eHealth Interop", was issued by the European Commission to the
European Standards Organisations (ESOs). It aimed to provide a consistent set of
formalised specifications to address the interoperability needs of the rapidly evolving
eHealth field for the benefit of future healthcare provision.
Mandate 403 phase I produced a report which is available on the project website39. It
proposes a project plan and a methodology to develop interoperability standards, profiles
and guidelines.
This study addresses some of the objectives of Mandate 403. Indeed, the list of use cases
which were planned to be studied under Mandate 403, was used as a starting point to select
the use cases for this study.
2.2.6 – The SmartPersonalHealth project40
SmartPersonalHealth was a European initiative which took place during 2010/11 to promote
awareness about issues and challenges related to personal health systems interoperability.
Its work ranged from technical to organisational and legal aspects. The project has now
ended. It produced a set of recommendations41 for fostering greater interoperability of
personal health systems.
The project's numerous interoperability issues can be subsumed into two broader
frameworks:
•

a technical and implementation framework, including standards, profiles and
guidelines for their implementation based on elaborated business use cases,
identification and authentication mechanisms, security protocols, testing and
certification; and

•

an institutional / organisational framework encompassing policy issues (e.g.,
governance, reimbursement), and legal and regulatory aspects such as data
protection and liability.

This study aims at addressing the technical and implementation framework raised by the
SmartPersonalHealth project.

38

http://www.ehealth-interop.nen.nl/
http://www.ehealth-interop.nen.nl/ (see home page)
40
http://sph.continuaalliance.org/
41
http://sph.continuaalliance.org/docs/SmartPersonalHealth_publication_web.pdf
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2.2.7 – SemanticHealthNet project42
SemanticHealthNet is a project that will develop a scalable and sustainable pan-European
organisational and governance process for the semantic interoperability of clinical and
biomedical knowledge, to help ensure that electronic healthcare record systems are
optimised for patient care, public health and clinical research across healthcare systems and
institutions.
The project's first consortium meeting was held in January 2012. The project is still
therefore at an early stage of development. Nevertheless, this study paid keen attention to
the preliminary directions on semantic interoperability signalled by SemanticHealthNet.
2.2.8 – STORK43
STORK (Secure idenTity acrOss boRders linKed) was initiated by the EC in 2008, having as
objective cross-border recognition of national electronic identity (eID) systems in 13
Member States. Some of the most crucial eID services were tested by defining common
specifications to allow recognition of different eIDs. The ultimate objective was to allow
citizens to identify themselves electronically using their national eID and to deal with
foreign administrations from their personal computers/mobile devices.
This study discusses the legal instruments described by the STORK project, as well as the
relevant security principles.

2.3 – The contribution of European ICT research to interoperability
A strategic recognition of the importance of eHealth, interoperability, and investment in
future capability at a European level, was manifest in the early European Commission
Research and Technical Development Framework Programmes. The potential contribution of
these to the eHealth EIF is outlined here. They consist of three phases: the Advanced
Information in Medicine (AIM) initiative; the work of subsequent framework programmes
such as the fourth, fifth, sixth, and seventh programmes; and the European health
informatics standards on interoperability published by CEN TC/251.
The European Commission has sponsored research in health ICT since 1988. The initial
projects took place among the members of the EU12 and EU15, often with a focus on local
initiatives based around the work of health providers such as health authorities or hospitals.
The primary objective of European level funding in the early years was not strictly data
interoperability within or between European countries. It was to strengthen the position of
European ICT vendors in health care and to bring cohesiveness to the market. For many of
the academic and healthcare participants in European Commission co-funded projects,
increased cooperation and interoperability were seen as two sides of the same coin.
Although the term interoperability was rarely, if ever, used in the late nineteen eighties,
this was still the ultimate goal of many of the projects.
The aims of the European Commission programme "Research and technical development in
Advanced Communications technologies in Europe" (RACE) - 1988-1994, were to:
•
•
•
•
42
43

Strengthen the economic and social cohesion of the Community;
Offer obvious benefits through the collaboration of several States;
Apply significant and complementary results across the whole Community;
Contribute to a common market and to scientific and technical unification.

http://www.semantichealthnet.eu/
http://www.eid-stork.eu
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The Advanced Information in Medicine initiative ran from 1988 to 1994 (and was funded to
the tune of 130 million Euros). The specific objectives of the European Advanced
Information in Medicine (AIM) programme (1988-1994) were to:
•
•
•

Unify European activities by providing the means for efficient communication of
medical records and knowledge so that these may be understood and compatible,
thereby permitting the integration of health information systems;
Strengthen competitiveness by advancing the technical basis of products and
services and commercialising European inventiveness in all scales of enterprise;
Improve the quality of life through improving diagnosis and treatment, increasing
public awareness and knowledge of health care and widening access to improved
services.

Projects co-funded during the three phases of the AIM programme, and the subsequent
fourth and fifth framework programme components dedicated to health ICT (i.e., eHealth) –
that ran until the end of the last millennium – totalled 265 million Euros. They focused on
data and knowledge representation, including multi-media, for specific kinds of information.
They included laboratory data, radiology images, electrocardiogram (ECG) signals, generic
electronic health records, early forms of medical ontologies, and interoperability
architectures. The results of these projects were considered to be valuable inputs to
European standardisation, and many of the early CEN TC/251 standards were based on
them.44
Calls for project proposals, especially in the fourth and fifth framework programmes,
progressively focused on applying health ICT results to specific diseases, such as for
diabetes, asthma and nursing care, or on their user communities, such as patients and
citizens. A number of European small- and medium-sized enterprises were expanded
through these collaborations.45 An additionally important benefit was the growth of
European expertise in and among universities, industry and provider organisations in
various aspects of eHealth. Indeed these European Union programmes are considered to
have provided probably the greatest momentum for the growth of health informatics as an
academic discipline within Europe during the 1994-2007 time-period. In later years, in the
sixth and seventh framework programmes, the focus of research was to develop more
integrated solutions that were closer to deployable results. None of these projects were
specifically cross-border, although a common European approach to interoperability can
clearly support cross-border information flows. The initiatives of the CIP ICT PSP were, in
contrast, deliberately cross-border in their orientation.
Table 1 below contrasts the call topics in the third AIM call and a recent call (Call 10) of
Framework Programme 7, two decades later. The eleventh call was published on 18
September 2012. Both lists are in alphabetic order. The relative content of these two sets of
Calls should only be considered generally, and should not be compared one-on-one. Indeed,
many of the topics tackled in 1992 are now taken up either through policy-related
endeavours or in the context of the CIP ICT PSP. They now pose legal-regulatory and
organisational challenges to the European Union. Those health information and
communication technology (ICT) topics which received a focus in 2012 are closely
correlated with policy concerns, and with socio-economic and demographic challenges: their
orientation was more towards personalisation and the extent to which it can be merged
with open data, shared data, and – implicitly – cloud computing. It remains to be seen
44

http://www.cen.eu/CEN/Sectors/TechnicalCommitteesWorkshops/CENTechnicalCommittees/Pages/Standards.aspx?param=6232&
title=CEN/TC+251
45
Examples include, on the non-governmental organisation side, the European Health Telematics Association (EHTEL)
http://www.ehtel.org, and on the SME side, e.g., Docobo (UK) http://www.docobo.co.uk
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whether these trends too will, in time, require the introduction of new legal and regulatory
terms and conditions (European Union, 2012).
Table 1 - A list of the health ICT call topics between 1992 and 2012

Health telematics call topics in
1992

Health ICT call topics in 201246

Alphanumeric data and text coding
Biosignals and coding
Decision support
Integrated medical instrumentation
Medical use of multimedia
workstations
Rehabilitation
Security and quality
Telemedicine

Personal Health Systems (PHS)
Virtual Physiological Human
Patient Guidance Services (PGS),
safety and healthcare record
information reuse
ICT for Ageing and Wellbeing

Enabling richer interoperability of electronic health records has been a constant theme
throughout these several programmes. Example research topics that have contributed
directly or indirectly to an understanding of how to advance the interoperability of clinical
Information (and the interoperable protection of privacy) – listed here in alphabetic order –
have included:
•
•
•
•
•
•
•
•
•
•
•
•
•

Bioinformatics;
Clinical and ethical requirements;
Comprehensive electronic health record architectures;
Computing equivalence of clinical meaning;
Distributed tele-monitoring, decision support, alerting systems;
Electronic health record adoption, and the certification of electronic health record
system products;
Federated health record services;
Interaction with security services;
Middleware components relating to guidelines and terminology services;
Public health and clinical research needs;
Predictive modelling;
Personalised health systems;
Widely distributed services, wireless, IPv6, and the Grid.

In addition to the research outputs resulting from these kinds of project themes, several
not-for-profit organisations have grown out of these projects. Two that are specifically
related to electronic health records are:
•
•

The openEHR Foundation, an international organisation that develops specifications
and tools to support the interoperability of comprehensive and life-long electronic
health records, including the development and publication of clinical archetypes47;
The EuroRec Institute, which promotes the use of high quality electronic health
record systems in Europe, including activities in semantic interoperability, systems
certification in Europe, re-use of records for research and an electronic health record
adoption and innovation roadmap.48

46

WP 2012 challenge 5, objectives 1 to 4
http://www.openehr.org/home.html
48
http://www.eurorec.org
47
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These two organisations work closely with standards development organisations to facilitate
the translation of research into good quality interoperability standards, and to champion
their adoption.

2.4 – Standardisation activities contributing to eHealth
interoperability
Standardisation is a key domain that can support on-going interoperability of European
health information, devices, software, services and systems. Its importance is particularly
evident in the context of this study.
Many new standardisation fields have resulted from the relationship between the
standardisation activities that have emerged from European Commission co-funded
projects. While a focus on standardisation is certainly the result of such collaborative
exercises as organisations such as the Continua Health Alliance49, when it has arisen out of
research and development/research innovation co-funded projects, it may have profited
from a certain number of advantages. They include early stage developments (particularly
during the late 1990s and early years of the twenty-first century), implicit financial support
in a "safe" environment, and being developed under pre-competitive conditions.
There are many areas of standardisation that are needed to support the interoperability of
design, implementation, deployment and use of eHealth systems and services. The list
included in Table 2 below is not exhaustive but illustrates the diversity and complexity of
the landscape from which an interoperability framework has to be constructed. To name
only the first five, they range from authentication and authorisation, to various areas of
clinical standards, to decision support, device communication, and various forms of
information modelling. Many, but not all, of these areas of standardisation are somewhat
specific to healthcare. There is generally considered to be a limitation on the extent to
which standards from other sectors, or cross-sectoral standards, can be adopted in the
healthcare field.
Table 2 - Different types of standards needed

Generic types of
standards
Authentication and
authorisation
standards
Clinical application
standards
Clinical modelling
standards
Confidentiality
standards
Decision support
modelling standards
Device
communication
standards
General information
modelling standards
49

Specific detail of the standards needed
To ensure that the right people have access to the appropriate parts
of an electronic health records system.
To ensure that end-users can experience some consistency in how
their computer applications behave and can be used.
To define how different parts of an electronic health record should be
organised clinically (e.g. how an electronic health record should be
structured to support the examination of an eye, or family history).
To represent the rules and policies about who should be allowed to
see or change what information is in an electronic health record.
To define how decision rules are structured so that they can be used
by different systems consistently.
To ensure that new generation wearable monitors can feed their
readings in real time to a program that can check for abnormalities
or warning situations.
To specify how data must be structured in systems or databases, or
when communicated.

http://www.continuaalliance.org/index.html
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Knowledge
modelling standards

To specify how detailed clinical specifications should be structured
and shared.

Requirements
standards

Standards that document either minimum or best practice for what
end-users need electronic health records to do and not do.

Security standards

To ensure that adequate protection is given to data in databases,
and during system communication and information exchange.
To represent multiple different media, such as: X-rays, EEGs, and
gene sequences.
Standards intended for particular types of messages such as a drug
prescription or a radiology report.

Special standards
Specific modelling
standards
Terminology
standards
Version
management and
audit trail
standards50
Workflow standards

To represent in a formal way the concepts and terms used within an
electronic health record so they can more easily be processed by
computers.
To track all changes to data so that they can be reviewed at any
time.
To define a clinical care pathway once and for it to be used in a
coordinated way by the many different systems that support that
pathway.

Thus, health informatics standardisation has grown over the past 25 years into a major
global activity, undertaken by many different officially-constituted Standards Development
Organizations (SDOs). These organisations are typified by their formal processes of
standards development, peer review, and balloting. Some organisations exist at a European
level, such as the European Committee for Standardization (CEN), but many other SDOs
are international. A list and short summary descriptions of the main SDOs relevant to
eHealth, is maintained by American Medical Informatics Association (AMIA).51 It includes52
CEN/TC251, DICOM and HL7.
Given the complexity of the field, the greatest challenge for standards development is not
the development of individual artefacts but the assurance of an appropriate fit with other
standards all of which might need to be used alongside each other.
Although a more strategic investigation of standards and standards bodies lies beyond the
scope of this study, strategic oversight of health informatics standardisation across SDOs is
seen as likely to be needed at a European level. This oversight should highlight priority
areas that need standards development, and monitor adoption of standards by products
and countries. This may have to be done at each appropriate level of eHealth
standardisation that relates to interoperability. (For example, the SemanticHealthNet
project aims to propose the creation of a sustaining European virtual organisation to be
responsible for oversight of semantic interoperability standards.)

50

Although these concepts are frequently used together, they address different requirements. Version management deals with the
management of changes to collections of information, while audit trail is a security-relevant chronological record that provide
documentary evidence of the sequence of changes.
51
http://www.amia.org/news-publications/standards-standard/standards-development-organization
52
This list provides some representative examples of SDOs relevant to eHealth, but there are no specific reasons for the
mentioning of these examples.
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3 – Activity Report
This section provides an overview of the activities performed in the context of the eHealth
EIF study. Overall, there were weekly or bi-weekly interactions between the study's project
officer, Benoît Abeloos from DG Connect, and the study team to discuss the project status
and to validate intermediary results. In addition, a series of stakeholder interactions was
organised, which is described in this chapter. Table 3 provides an overview of the different
sections of this chapter in chronological order.
Table 3 - Overview of different sections in 2012 activity report

Section

Activity

3.1
3.2
3.3
3.4
3.5
3.6

Preparatory calls and meetings
Webinar 1
Online poll
Workshop 1
Interaction with stakeholders
Conference call with experts
from eHGI
SemanticHealthNet meeting in
Ghent
eHGI meeting in Ghent
Interaction with stakeholders
Webinar 2
Interaction with stakeholders
Workshop 2
Interaction with stakeholders

3.7
3.8
3.9
3.10
3.11
3.12
3.13

Date / Period
(in 2012)
1/02 – 01/04
2/04
3/04 – 12/04
16/04
1/7 - 30/8
30/08
3/9 + 4/9
4/9
4/9 - 3/10
3/10
3/10 - 8/11
8/11
8/11 - 30/11

3.1 – Preparatory calls and meetings (1/02/12 – 01/04/12)
A series of preparatory calls and meetings was organised, in order to introduce the study
and to gather input related to the list of use cases and existing eHealth frameworks. An
overview of the stakeholders involved in the preparatory calls and meeting is given by Table
4.
Table 4 - Stakeholders involved in preparatory calls and meetings

Category

Stakeholders

IHE

Charles Parisot

Type of
interaction
Telephone call

IHE

Karima Bourquard

Telephone call

IHE

George Heidenreich

Telephone call

IHE

Prof. Dr. Med. Björn Bergh

Telephone call

IHE

Maarten Festen

Telephone call

Continua

Mario Romao

Physical meeting

Continua

Petra Wilson

Physical meeting

eHealth Governance Initiative

Clemens Auer

Physical meeting

DG SANCO

Rostislava Dimitrova

Physical meeting
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Category

Stakeholders

eHealth Governance Initiative

Gottfried Heider

Type of
interaction
Telephone call

eHealth Governance Initiative

Smiljana Voncina

Telephone call

eHealth Governance Initiative

Michèle Thonnet

Telephone call

DG Enterprise

Martina Sindelar

Telephone call

ISA

Erik Tilburgh

Physical meeting

France

Elie Lobel

Telephone call

Denmark

Morten Bruun-Rasmussen

Telephone call

Sweden

Anna Adelöf

Telephone call

Austria

Clemens Auer

Physical meeting

US

Bettijoyce (Bj) Lide

Telephone call

US

Doug Fridsma

Telephone call

COCIR

Jerôme Galbrun

Physical meeting

COCIR

Lea Coulet

Physical meeting

epSOS

Fredrik Linden

Telephone call

EuroRec

Dipak Kalra

Telephone call

EuroRec

Jos Devlies

Telephone call

HL7

Charly McCay

Telephone call

HL7

Catherine Chronaki

Telephone call

CEN/CENELEC

Prof.dr. Robert Stegwee

Telephone call

ETSI

Milan Zoric

Telephone call

Hitch project

Morten Bruun-Rasmussen

Telephone call

EN13606

Gerard Fredericks

Telephone call

EuroRec

George Demoor

Telephone call

CEN/CENELEC

Melvin Reynolds

Telephone call

CEN/CENELEC

Dr. ir. Peter W.J. Linders

Telephone call

ETSI

Gavin Craik

Telephone call

Karl Stroetmann

Karl Stroetmann

Telephone call

epSOS

Jörg Caumanns

Telephone call

epSOS

Soeren Bittins

Telephone call

France

Manuel Metz

Telephone call

3.2 – Webinar 1 (2/04/12)

3.2.1 – Panellists
Benoît Abeloos, DG Connect; Philip van Langenhove, Ken Decreus, Olaf Radunz, Thomas
Olyslaegers, Deloitte.
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3.2.2 – Attendees
Over 25 persons attended the webinar.
3.2.3 – Webinar purpose
Overall, this webinar was intended to provide an overview of the latest of the study's
findings, and to prepare the participants for the subsequent workshop on 16/04/12.
3.2.4 – Agenda
•
•
•
•
•

Context;
First Ideas on Vision;
Study Approach;
Closing;
Questions and Answers.

3.2.5 – General remarks and action points
In concluding, the following points were made:
•
•
•
•
•
•

The eHealth Action Plan (2012) should be added to the timeline;
The syntactical level should be added to the framework;
The rationale behind selection of every use case must be documented;
Recognition of EU profiles could contain a consultation round by the eHealth
Governance Initiative;
A slide should be added to explain the terminology;
A slide could be added to explain the legal basis of the framework and the future
support by the eHealth Network.

3.3 – Online poll (3/04/12 – 12/04/12)
Taking the feedback into account gathered during the preparatory calls and meetings, an
online poll was organised to gather further input from stakeholders. The online poll asked
for additional input concerning the relevancy of the identified use cases.
Based on the preliminary list of use cases, the questions listed below were asked to the
stakeholders participating in the online poll:
•

Can you assess the relevancy of including the suggested use case into the eHealth
EIF? (Select a value from: Very relevant, Relevant, Neutral, Not relevant)

•

In case you indicated a use case to be relevant, could you please explain the
rationale of your choice? (open question)

•

Are there any other use cases you propose to be included in the eHealth EIF?
If yes, please add the rationale for inclusion in the eHealth EIF.

A screenshot of the online poll is provided in Figure 4 below:
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Figure 4 - Screenshot of online poll

The full list of online poll participants is given in Table 5.
Table 5 - List of online poll participants

Participants
• Agfa Healthcare
• COCIR
• CONTINUA HEALTH ALLIANCE
• IHE-Europe
• MEDIQ (Medical Informatics and Quality
Development)
• NHS Innovations East Ltd
• O2 Telefonica
• Agence eSanté
• ASIP Santé
• Department of Health Dublin
• European Commission
• Medical Chamber of Slovenia
• MOH France
• US Department of Health and Human
Services, Office of the National
Coordinator for Health Information
Technology
• Chania General Hospital (Greece)
• European Union of Medical Specialists
• European Society of Radiology
• European Hospital and Healthcare

Category
Industry and Consortia

Public Bodies

Health Care Providers and
Bodies
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Participants
Federation
• Norwegian Dental Association
• University Hospitals of Geneva
• University Medicine Mainz
• CEN TC251
• EN13606 Association
• EuroRec
• GS1
• HL7 International Foundation
• Deloitte Consulting, Germany
• Empirica
• Independent Researcher, IMIA
Correspondent
• SKL

Category

Standardisation Bodies and
Promoters

Advisory & Research

3.4 – Workshop 1 (16/04/12)
3.4.1 – Panellists
Peteris Zilgalvis, Benoît Abeloos , DG Connect; Philip van Langenhove, Ken Decreus, Olaf
Radunz, Thomas Olyslaegers, Deloitte.
3.4.2 – Attendees
58 persons throughout the day (cfr Annex 1).
3.4.3 – Workshop purpose
The purpose of this workshop was to provide an overview of the phase 1 eHealth EIF study
findings, gather feedback on these findings for the report-writing phase of the study, and
encourage participation on the part of multiple stakeholders.
3.4.4 – Agenda
Table 6 - Agenda of eHealth EIF workshop 1

Time

eHealth European Interoperability Framework - EIF

09:30 – 10: 00

Registration

10:00 – 10:15

Welcome and introduction
Peteris Zilgalvis – European Commission, DG CONNECT

10:15 – 10:30

Presenting EU eHealth Interoperability
Benoit Abeloos / Peteris Zilgalvis - European Commission, DG
CONNECT

10:30 – 11:15

Presenting study approach & draft eHealth European
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Time

eHealth European Interoperability Framework - EIF
Interoperability Framework
Philip Van Langenhove, Deloitte

11:15 – 11:30

Coffee Break

11:30 – 12:15

Presenting standards and profiles for epSOS use cases
Soeren Bittins, epSOS

12:15 – 13:00

Presenting draft assessment insights for profiles of
epSOS
Philip Van Langenhove, Deloitte

13:00 – 14:00

Lunch Break

14:00 – 14:30

Presenting the results of the online poll on the list of use
cases
Thomas Olyslaegers, Deloitte

14:30 – 16:30

Discuss poll results (long list of use cases, and selection
criteria)
Olaf Radunz, Ken Decreus, Deloitte

16:30 – 17:00

Wrap up and closure
Benoit Abeloos – European Commission, DG CONNECT

3.4.5 – General remarks and action points
In concluding, the following points were made:
•
•
•
•
•

The decision makers of the Member States should be more involved (i.e., the
eHealth Governance Initiative). A workshop should be organised with them to
discuss the assessment framework;
The benefits of adopting the eHealth EIF at the various levels were not clear;
Focus on the patient should be included as one of the principles;
The overall assessment findings required further due diligence before they could be
generalised53;
The use cases presented in the long list did not have the same level of granularity. A
number of use cases were not well defined.

3.5 – Interaction with stakeholders between 1/7/12 and 30/8/12

53

The assessment of the epSOS profiles needed another iteration. Further work on this assessment was done, but the validation of
the assessment framework by eHGI was still pending. In conjunction with the assessment of the epSOS profiles, it is worth
investigating the epSOS profile decision making process in order to understand the reasons why epSOS chose to collaborate with
IHE.
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Table 7 - Overview of stakeholder interaction between and 1/7/12 and 30/8/12

Stakeholders

Description of interaction and actions initiated by the
study team
Gottfried
Heider – Discussed the different ways to involve eHGI experts
based on the feedback gathered during the first eHealth
(Federal Ministry of
EIF workshop
Health, Austria)
Dipak
(University
London)

Kalra –
College
–

Jos Devlies (EuroRec)

Organised a first exchange of ideas on eHealth EIF study
Dipak Kalra acknowledges the potential added value of this
study, especially to bridge different perspectives in eHealth

–

Organised first exchange of ideas on eHealth EIF study in
Sint-Martens-Latem

–

Received constructive feedback on different topics,
including the need for support of the EN13606 standard in
IHE profiles, and the role of government support in
promoting standards

–

Given Mr. Devlies's experience with cross-border quality
labelling, further feedback from him was requested on the
relevance of this topic to the eHealth EIF study

Zoi Kolitsi (eHealth
–
Strategist, CALLIOPE
coordinator,
Informatics and
Information Security
Laboratory, Greece)
Falk Schubert (Federal –
Ministry of Health,
Germany)
Anna Adelöf (Ministry
–
of Health and Social
Affairs, Sweden)

Organised a call to prepare the conference call on 30/08

Organised a call to prepare the conference call on 30/08
Organised a call to prepare the conference call on 30/08

3.6 – Conference call with experts from eHGI (30/08/12)
3.6.1 – Panellists
Philip van Langenhove, Ken Decreus, Anna Rogala, Deloitte; Diane Whitehouse, The
Castlegate Consultancy.
3.6.2 – Attendees
This conference call was attended by six experts from the eHGI.
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3.6.3 – Conference call purpose
This conference call was attended by six experts from the eHGI (Anna Adelöf, Sweden; Zoi
Kolitsi, Greece; Luc Nicolas, Belgium; Arturo Romero, Missia, and Anna Lievel, Spain; Falk
Schubert, Germany)
3.6.4 – Agenda
•
•
•
•
•
•

Introduction
Introducing the draft assessment framework
Organisation criteria of the assessment framework
Technical specification criteria of the assessment framework
Next steps
Annex.

3.6.5 – General remarks and action points
The main elements of the call were that:
•

A particularly important future step for the study team would be to distinguish
between those elements of the eHealth interoperability assessment framework that
are formally part of (a) the Draft Regulation on European Standardisation in relation
to eHealth interoperability, and (b) other issues that might act as the basis for
guidance on such a framework in the future;

•

As the study team will only include formal elements of the Draft Regulation on
European Standardisation in the assessment framework, the resulting assessment
framework would need no further validation steps. Should an extension of the
assessment framework be desirable, then it was discussed that the Member States
should also be involved for subsequent validation. These additional validation steps
are, however, outside of the scope and timelines of this particular study;

•

Several aspects of the organisational and the technical criteria of the framework
needed revision;

•

Several next steps and actions were needed with regard to the proposed Webinar
and workshop54.

3.7 – SemanticHealthNet meeting in Ghent (3/9/12 + 4/9/12)
The study team participated in the SemanticHealthNet meeting in Ghent on 3/9/12 and
4/9/12.
Overall, three key learnings were identified:
•

SemanticHealthNet is the first initiative of this scale to bridge different perspectives
on eHealth semantics;

•

The study will create ontological mappings to unify the different representation
formats (e.g., EN130606, HL7, OpenEHR);

54

All input and feedback received from the experts of eHGI do not represent a view of eHGI, but constitute a set of opinions and
views of individual experts.
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•

Further alignment between SemanticHealthNet and the eHGI is foreseen on semantic
and technical interoperability.

The key outcome of this meeting was to leverage the insights of SemanticHealthNet
through the further contribution of Dipak Kalra (University College, London) and Jos Devlies
(EuroRec).

3.8 – eHGI meeting in Ghent (4/9/12)
The study team participated in the eHGI meeting in Ghent on 4/9/12.
Overall, three key learnings were identified:
•

The work package Interoperability, Standardisation and Market (ISM) of the eHealth
Governance Initiative (eHGI) would also try to define semantic and technical
interoperability, including the identification of use cases and the formulation of
recommendations;

•

The ISM states that semantic and technical interoperability are intrinsically tied to
each other;

•

There are major differences in what are the standards that are being used in
different European Member States.

The key outcome of this meeting was to further align the study with the work done by the
eHGI ISM working group, with a special focus on the eHGI ISM discussion paper on
semantic and technical interoperability.

3.9 – Interaction with stakeholders between 4/9/12 and 3/10/12
Table 8 - Overview of stakeholder interaction between 4/9/12 and 3/10/12

Stakeholders

Description of interaction and actions taken by the
study team

eHealth Stakeholder
Group

–

Presented eHealth EIF study findings to members of the eHealth
Stakeholder Group

–

No further comments received on the assessment framework

Anne Lehouck (DG
ENTR)

–

Discussed
understanding
Standardisation

ISA workshop meeting

–

Presented the eHealth EIF study findings to members of the ISA
architecture workgroup

–

Discussed relationship between generic EIF and eHealth EIF, and
the importance of the use case based approach

–

Organised a call to discuss the epSOS assessment results

Technical project
managers of epSOS

of

Regulation

on

European
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Stakeholders
(Lead by Fredrik
Linden)55
eHGI ISM
(lead by Falk Schubert)

Description of interaction and actions taken by the
study team
–

Organised a call to discuss the vision of eHealth EIF, the
conceptual view on eHealth EIF, the assessment framework, and
the list of use cases

3.10 – Webinar 2 (3/10/12)
3.10.1 – Panellists
Benoît Abeloos, DG Connect; Philip van Langenhove, Ken Decreus, Olaf Radunz, Anna
Rogala, Deloitte; Diane Whitehouse, The Castlegate Consultancy.
3.10.2 – Attendees
Over 60 persons attended the webinar.
3.10.3 – Webinar purpose
This webinar was intended to provide an overview of the latest study's findings, and to
prepare the participants for the subsequent workshop on 8/11/12.
3.10.4 – Agenda
The conference call followed the structure and content of the related PowerPoint
presentation:
•
•
•
•
•
•

Introduction;
Vision of the eHealth European Interoperability Framework;
Conceptual view of eHealth European Interoperability Framework;
Assessment Framework;
Conclusions;
Questions and answers.

3.10.5 – General remarks and action points
Questions relating to the webinar were posed on a section-by-section basis. The duration of
the webinar enabled a number of short questions to be asked at the end of the
presentation. Many of the questions posed required responses from the European
Commission officials present at the webinar. At the end of the conference call, all were
thanked for their very constructive inputs to this stage of the study. A number of lessons
learned were added, following the webinar experience.
The session included:
•

An overview of the latest in the study findings (with a focus, therefore, on semantic
and technical interoperability);

55

List of the project managers involved: Fredrik Linden, Marcello Melgara, Joerg Caumanns, Juergen Wehnert, Maarten Festen,
Matti Makela, Thorsten Hentzelt, and Icíar Abad
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•

The gathering of feedback on these latest findings prior to the holding of a workshop
on Thursday, 8 November 2012;

•

Multi-stakeholder participation in the discussions on the eHealth Interoperability
Framework.

The main elements of the comments and questions arising from the webinar were twofold:
they related to both process-oriented issues and technical issues.
In concluding, the following points were made:
•

The main points of discussion and feedback were summarised. They were broadly
sub-divided into process-related issues and more technical issues. The processrelated issues were identified as vision; governance; interoperability levels
generally; and legal and organisational interoperability. The technical issues were
named as layers; profiling; technical criteria; semantic criteria; and the list of ten
use cases;

•

The Wednesday 3 October 2012 webinar PowerPoint presentation,
accompanying minutes of the webinar content, should be circulated;

•

A study workshop is planned for Thursday 8 November, 2012 between 9 00 - 17 00
CET at the European Commission, DG BUDG, the Breydel building, avenue
d'Auderghem 45, 1040 Brussels. The workshop objectives would be to: present the
study findings to eHealth and interoperability stakeholders at large, and gather
feedback, so that the study team can finalise the study deliverables. The workshop
would run for an entire day, and go into much more detail than a short (90-minute)
webinar allowed on each of the issues concerned;

•

Last but not least, the study team was complimented on the extent to which its work
had moved forward since its April 2012 introductory workshop and the previous
webinar held on 30 August 2012.

and

3.11 – Interaction with stakeholders between 3/10/12 and 8/11/12
Table 9 - Overview of interaction with stakeholders between 3/10/12 and 8/11/12

Stakeholders

Description of interaction and actions undertaken by
the study team
Falk Schubert (Federal – Provided feedback on eHGI ISM paper about semantic and
technical interoperability (before submission to eHealth
Ministry of Health,
Network)
Germany)
Karima Bourquard,
Charles Parisot (IHE
Europe)
Chuck Parker, Mario
Romao (Continua)
Technical project
managers of epSOS

–

Validated assessment findings with IHE

–

Validated assessment findings with Continua

–

Received final validation remarks on epSOS assessment
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Stakeholders
(Led by Fredrik
Linden)56

Description of interaction and actions undertaken by
the study team
findings
–

Sent validated assessment findings to epSOS

Jeremy Thorp (NHS
Information Reporting
Services, UK) & Zoi
Kolitsi (eHealth
Strategist, CALLIOPE
coordinator,
Informatics and
Information Security
Laboratory, Greece)
Anne Lehouck (DG
ENTR)

–

Discussed recommendations on Legal Sustainability of
cross border eHealth services (epSOS)

–

Discussed paragraph for eHealth EIF project on Legal
Sustainability epSOS

–

Discussed issue of semantic sustainability (epSOS)

–

Further discussed understanding of market acceptance,
coherence, performance-orientation, and market need

Dipak Kalra
(University College
London)

–

Received feedback about
workshop organisation

–

Discussed relation between different IOP levels, privacy
protection, certification incl. EU-US, reimbursement
models, link to eHealth Innovation

Jos Devlies (EuroRec)

–

Received feedback on report and webinar

Nicolas
(Microsoft)

Schifano –

Matic Meglic (National
Institute of Public
Health, Slovenia)

–

webinar

presentation

and

Received feedback on assessment framework and EIF
principles
Received feedback on list of prioritised use cases

3.12 – Workshop 2 (8/11/12)
3.12.1 – Panellists
Benoît Abeloos, Peteris Zilgalvis, DG Connect; Christian Combes, Ken Decreus, Philip van
Langenhove, Olaf Radunz, Anna Rogala, Deloitte; Diane Whitehouse, The Castlegate
Consultancy.
3.12.2 – Attendees
Forty-six persons attended throughout the day (cf. Annex 2)
3.12.3 – Workshop purpose
The purpose of the workshop was to provide an overview of the eHealth EIF study findings,
56

List of the project managers involved: Fredrik Linden, Marcello Melgara, Joerg Caumanns, Juergen Wehnert, Maarten Festen,
Matti Makela, Thorsten Hentzelt, and Icíar Abad
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gather feedback on these findings for the study's report writing stage, and encourage
participation on the part of multiple stakeholders.
3.12.4 – Agenda
Table 10 - Agenda of eHealth EIF workshop 2

Workshop 2 - eHealth European Interoperability
Framework - EIF

Time
09:00 – 09:30
09:30 – 10:00

Registration
• Welcome and introduction
• Study Overview
• Scope

10:00 – 11:00

High-level overview of eHealth EIF
• Vision for eHealth EIF
• Conceptual overview of eHealth EIF
• Governance of eHealth EIF

11:00 – 11:15

Coffee Break

11:15 – 12:30

Assessment findings and recommendations for IHE,
Continua and epSOS

12:30 – 13:30

Lunch Break

13:30 –15:00

Discussion on elements of eHealth EIF
• Principles of eHealth EIF
• Interoperability agreements
• Semantic interoperability
• Technical interoperability

15:00 – 15:15

Coffee Break

15:15 – 16:45

Discussion on elements of eHealth EIF
• Legal interoperability
• Organisational interoperability

16:45 – 17:00

Wrap up and closure

3.12.5 – General remarks and action points
In concluding, the following points were made:
•

This study represents the beginning of a journey;

•

A core request overall is to improve the "red line" and the main messages of the
study and its reports;

•

While the study is ambitious, it fits very well with the current policy framework (e.g.,
the Digital Agenda for Europe 2020). The study has been aimed at supporting the
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joint activity that is taking place between the European Commission, Member States
and a wide variety of stakeholders;
•

The study should avoid contentious elements that relate to national subsidiarity;

•

Governance is an important part of the study, especially in terms of the upcoming
Connecting Europe Facility and the various new committees and task forces. The
study findings appear to point to the need for clear governance, but also towards
other organisational considerations. Examples include virtual organisations,
organisational clusters, good practices and stakeholder involvement, a need for new
business models, and a focus on reimbursement and incentivisation;

•

In terms of applying the assessment framework to profile development organisations
(or similar), there is a need to distinguish between compliance and additional
illustrations identified throughout the study;

•

The final report needs to be clear on compliance regarding criteria of the regulation.
Strong concerns were expressed during the course of the workshop on the
compliance of Continua on the criteria of openness, transparency and consensus;

•

Careful attention would need to be paid to how semantic and technical
interoperability are handled;

•

There will be opportunities in the future for the involvement of the standardisation
development organisations and further profile development organisations;

•

In terms of the use cases, while there is broad agreement that the list of use cases
now appears to be appropriate there is more that could be done in terms of outlining
their drivers and prioritising their ranking. Further use cases could be added in the
future.

3.13 – Interaction with stakeholders between 8/11/12 and
30/11/12
Table 11 - Overview of interaction with stakeholders between 8/11/12 and 30/11/12

Stakeholders
Falk Schubert (Federal
Ministry of Health,
Germany)

Jeremy Thorp (NHS
Information Reporting
Services, UK)
Anna Adelöf (Ministry
of Health and Social
Affairs, Sweden)

Description of interaction and actions undertaken by
the study team
– Organised a call on 14/11 to discuss further inclusion of
recommendations from eHGI ISM discussion paper
– Three recommendations for organisational interoperability,
and four recommendations for semantic interoperability,
were included in the report
– Scheduled meeting on 21/11 to discuss lessons learned
from epSOS
– Received suggestion to include ePrescriptions use case on
a national and regional level after this study
– Received suggestions to make legal text concise, to not
only reflect the situation as is today but also to take into

DG CONNECT eHealth EIF – D2 Study Plan 42

Stakeholders

Dipak Kalra
(University College
London, UK)
Rostislava Dimitrova
(DG SANCO)

Description of interaction and actions undertaken by
the study team
account the work which is being done elsewhere to enable
legal sustainability (e.g., eHealth Network, eHGI, EU
Health Programme)
– Reworked text on care pathways,
consumables in text on semantics

and

included

– Included EMA reference on streamlining databases
interoperability into cross-border ePrescriptions use case
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4 – Glossary
Concept
(Base) Standard

Description
“As defined in European legislation
(Article 1, paragraph 6, of Directive
98/34/EC), a standard is a technical
specification approved by a
recognised standardisation body for
repeated or continuous application,
with which compliance is not
compulsory and which is one of the
following:

Source
Generic EIF

- international standard: a standard
adopted by an international
standardisation organisation and
made available to the public,
- European standard: a standard
adopted by a European
standardisation body and made
available to the public,
- national standard: a standard
adopted by a national standardisation
body and made available to the
public.”
Certification

“Based on ISO 9001:2000 (or ISO
9001:2008) and ISO 14001:2004,
certification could be defined as an
independent accredited external body
issuing written assurance (the
“certificate”) that it has audited and
verified that the product or software
conforms to the specified
requirements.”

HITCH D6.4 Final
Report

eHealth
Interoperability
project

“An eHealth interoperability project,
taking place in a EU cross border,
national, regional, or local context.”

Mandate 403 study

Interoperability

“The ability of disparate and diverse
organisations to interact towards
mutually beneficial and agreed
common goals, involving the sharing
of information and knowledge
between the organisations, through
the business processes they support,
by means of the exchange of data
between their respective ICT
systems.”

Generic EIF
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Concept
Interoperability
Agreements

Description
“Written interoperability agreements
are concrete and binding documents
which set out the precise obligations
of two parties cooperating across an
‘interface’ to achieve interoperability.”

Source
Generic EIF

Interoperability
Framework

“An interoperability framework is an
agreed approach to interoperability
for organisations that wish to work
together towards the joint delivery of
public services. Within its scope of
applicability, it specifies a set of
common elements such as
vocabulary, concepts, principles,
policies, guidelines,
recommendations, standards,
specifications and practices.”

Generic EIF

Interoperability
Governance

“Interoperability governance covers
the ownership, definition,
development, maintenance,
monitoring, promoting and
implementing of interoperability
frameworks in the context of multiple
organisations working together to
provide services. It is a high-level
function providing leadership,
organisational structures and
processes to ensure that the
interoperability frameworks sustain
and extend the organisations’
strategies and objectives.”

Generic EIF

Interoperability Levels

“The interoperability levels classify
interoperability concerns according to
who/what is concerned and cover,
within a given political context, legal,
organisational, semantic and technical
interoperability.”

Generic EIF

Legal Interoperability

“Align legislation so that exchanged
data is accorded proper legal weight”

Generic EIF

Memorandum of
Understanding

“A bilateral or multilateral written
agreement between two organisations
which sets out a number of areas and
means by which they will cooperate,
collaborate or otherwise assist one
another. The exact nature of these
activities depends on the nature of
the two organisations, the domain of
activity in question, and the scope of

Generic EIF

DG CONNECT eHealth EIF – D2 Study Plan 45

Concept

Description
the cooperation envisaged.”

Source

Organisational
Interoperability

“Coordinate processes in which
different organisations achieve a
previously agreed and mutual
beneficial goal”

Generic EIF

Profile Development
Organisation (PDO)

“An organisation developing profiles is
called a Profile Development
Organisation (PDO).”

ISO TR 28380-1 IHE
Global Standards
Adoption

Semantic
Interoperability

“Precise meaning of exchanged
information which is preserved and
understood by all parties”

Generic EIF

Service Level
Agreement

“A formalised agreement between two
cooperating entities; typically, a
service provider and a user. The
agreement is expressed in the form of
a written, negotiated contract.
Typically, such agreements define
specific metrics (Key Performance
Indicators — KPIs) for measuring the
performance of the service provider
(which in total define the ‘service
level’), and document binding
commitments defined as the
attainment of specific targets for
certain KPIs, plus associated actions
such as corrective measures.”

Generic EIF

Standards developing
organisation (SDO)

“A chartered organisation tasked with
producing standards and
specifications, according to specific,
strictly defined requirements,
procedures and rules.

Generic EIF
(italic: addition of
study team)

Standards developing organisations
include:
- recognised standardisation bodies
such as international standardisation
committees such as the International
Organisation for Standardisation
(ISO), International
Telecommunication Union (ITU), the
three European Standard
Organisations: the European
Committee for Standardisation (CEN),
the European Committee for
Electrotechnical Standardisation
(CENELEC) or the European
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Concept

Description
Telecommunications Standards
Institute (ETSI);

Source

- fora and consortia initiatives for
standardisation such as the
Organisation for the Advancement of
Structured Information Standards
(OASIS), the World Wide Web
Consortium (W3C) or the Internet
Engineering Task Force (IETF),
International Health Terminology
Standards Development Organisation
(IHTSDO).”
Technical
Interoperability

“Discuss technical issues involved in
linking computer systems and
services”

Generic EIF

Technical
specifications: profile
and guideline

“A technical specification means a
document that prescribes technical
requirements to be fulfilled by a
product, process, service or system”
(Regulation of European
Standardisation).

Regulation of
European
Standardisation

In the study, profile (term used by
IHE) and guideline (term used by
Continua) are technical specifications
that identify “a consistent set of
chosen options from a base standard
or from a set of base standards, in
order to provide a given function in a
given environment” (ETSI standard
ETS 300 406).

(italic: addition of
study team)

ETSI standard ETS
300 406

Profiling is usually conducted in order
to achieve interoperability between
different products and
implementations as a profile aims to
harmonise all systems implementing it
to use the same standards and
contents.
Use case

“A textual and graphical depiction of
the actors and operations that
address information exchange in the
context of a set of specific tasks for a
workflow performed by different
systems or devices.” (ISO TR 28380-1
IHE Global Standards Adoption)

ISO TR 28380-1 IHE
Global Standards
Adoption
(italic: addition of
study team)

In the context of our study, a use
case can be trigged by a business
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Concept

Description
event (i.e., a business / high-level use
case) or by a technical event (i.e., a
technical use case). One high-level
use case can (re)use one or more
technical use cases.

Source
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