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1 – Executive Summary 

This report has three main objectives: 

• Introducing and explaining the assessment framework used to populate the technical 
interoperability level of the eHealth European Interoperability Framework (EIF); 

• Describing the importance of the Regulation on European Standardisation for eHealth and 
eHealth EIF more specifically; 

• Providing an explanation of how the study team used the assessment framework to 
analyse the profile development organisations and their profiles. 

Each of these three objectives is dealt with as follows: 

 Introducing and explaining the assessment framework used to populate technical 
interoperability level of the eHealth EIF 

In the context of this study, an assessment framework was needed to assess two profile 
development organisations (Integrating the Healthcare Enterprise “IHE” and Continua 
Health Alliance – “Continua”) and their related profiles as well as the epSOS (European 
Patients - Smart open Services) project. Phase 1 of the study explored a variety of 
mechanisms1 that might support the assessment framework. Certain of these mechanisms 
were wider than the approved 2012 Regulation on European Standardisation. However, in 
Phase II, the sole basis for the assessment framework developed by the study team became 
Annex II of the 2012 Regulation on European standardisation, as suggested by individual 
experts who participate in the eHGI (eHealth Governance Initiative)2.  

Annex II of the Regulation contains a set of specific criteria which define necessary elements 
for a profile development organisation and its profiles. Hence, these criteria provided crucial 
criteria for the assessment process. Overall, there are twelve criteria. They cover both 
organisational and technical specification criteria. Each separate section – organisational and 
technical specification – contains six separate criteria. The organisational criteria are the type 
of organisation, openness, consensus, transparency, maintenance, and intellectual property 
rights. The technical specification criteria are market acceptance, coherence, availability, 
relevance and effectiveness, neutrality and stability, and quality. 

 Describing the importance of the Regulation for eHealth and eHealth EIF more specifically 

The 2012 Regulation on European Standardisation is aimed at modernising and improving the 
European standardisation system. These aims are contained in these four processes 3 : 
shortening the standardisation process time; representing small- and medium-sized enterprises 
and including them in the standardisation process; involving consumer and social 
organisations; and taking into account the eventual impacts of the standards.  

                                                      
 
1 These included CAMSS (Common Assessment Method for Standards and Specifications) 
http://ec.europa.eu/idabc/en/document/7407.html 
2 The advice to base the assessment framework on the Regulation of European Standardisation’s Annex II was given by 
individual experts who belong to the eHGI, and therefore does not represent an official position of eHGI. 
3 These are process-related aims. Following these processes alone will not be sufficient to ensure high quality, fit for 
purpose and well aligned standards in Europe. 

http://ec.europa.eu/idabc/en/document/7407.html
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Improved standardisation is seen as a tool for innovation and competition. Particularly, in 
terms of eHealth, the link to innovation and standardisation is made in terms of the European 
Innovation Partnership on Active and Healthy Ageing. The Regulation gives a legal basis for 
identification of technical specifications which could be referred to in public calls for tender. 
This will be helpful in terms of the European market for eHealth systems and services. In terms 
of the eHealth EIF, the Regulation implies changing roles for both Member States and 
stakeholders, as it gives a legal basis for identification of technical specifications which could 
be referred to in public calls for tender. 

 Providing an explanation of how the study team used the assessment framework to 
analyse the profile development organisations and their profiles 

All twelve of the criteria contained in Annex II on Regulation on European Standardisation were 
transformed into a set of corresponding assessment questions. As a result, these assessment 
questions were used to examine the working of the profile development organisations 
and the profiles that they have produced. 

Based on input from Commission staff in DG Enterprise, the study team was able to formulate 
an interpretation of the nine questions that relate to the organisational criteria and of the twelve 
questions related to the technical criteria. This report documents these interpretations. More 
than 21 interpretations were the result of this exercise. The study team used these 
interpretations as internal guidelines for its work. They were applied to the various assessment 
questions throughout all the relevant stages of the study. 
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2 – Introduction 

This introduction outlines the objectives and structure of the report (section 2.1), the construction of 
the assessment framework (section 2.2), the importance of the Regulation for eHealth and eHealth 
EIF more specifically (section 2.3) and the use made of the assessment framework by the study 
team (section 2.4). 

2.1 – Objectives and structure of this report4 
This report has three main objectives. Firstly, the report aims to introduce and explain the 
assessment framework used to assess profile development organisations and individual profiles 
created by them. The two profile development organisations that fall within the scope of this study 
are Integrating the Healthcare Enterprise (IHE) and Continua Health Alliance (otherwise referred to 
as "Continua"). The epSOS (European Patients - Smart open Services) project is also taken into 
account in this study as a temporary organisation that developed (non-IHE) technical 
specifications, and that supported the extension and development of IHE profiles. To this end, the 
study team focused on the organisational aspects of the epSOS project (cf. Deliverable 1). The 
profiles covered in the study are the IHE and Continua profiles that correspond to the list of 
prioritised use cases (cf. Deliverable 4). 

Secondly, this report aims to describe the importance of the Regulation for eHealth and eHealth 
EIF more specifically. To this end, the report’s objective is to explain the role of the Regulation on 
European Standardisation in the construction of the assessment framework.  

Thirdly, this report aims to provide an explanation of how the study team used the assessment 
framework while analysing the organisations and their profiles. In this context, a detailed 
description of the content of the assessment framework is given, covering organisational and 
technical specification criteria. On the one hand, the organisational assessment criteria are used to 
assess the organisations responsible for profile development (i.e., IHE and Continua) and the 
epSOS project. On the other hand, the technical specification assessment criteria are used to 
assess individual profiles (i.e., profiles produced by IHE and Continua). 

This report consists of four chapters. Chapter 1 summarises the main messages of the report by 
means of an executive summary. Chapter 2 (this chapter) explains the objectives and structure of 
the report, the construction of the assessment framework by the study team, and provides some 
background on the importance of the Regulation on European Standardisation. Chapter 3 explains 
the organisational assessment criteria. Chapter 4 explains the technical specification assessment 
criteria. 

The document finishes with a glossary, and additional practices that were identified during the 
course of the study (Annex 1). The practices outlined in annex do not form part of the assessment 
framework. However, they were observed to be of further, potential use in terms of enhancing or 
expanding the assessment process. 

2.2 – Construction of the assessment framework  
In the context of this study, an assessment framework was needed to assess IHE, Continua and a 
set of related profiles as well as the epSOS project. During Phase I of this study, an assessment 
framework was proposed based on a set of different sources. These diverse sources included the 
                                                      
 
4 At the end of this report, a glossary can be found that introduces concepts such as technical specification, profiles, profile 
development organisation, etc. 
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Annex II of the Regulation of European Standardisation, the Common Assessment Method for 
Standards and Specifications (CAMSS), industry practices, and the outcomes of stakeholder 
interviews. 

After discussing the initially proposed assessment framework with experts from the eHealth 
Governance Initiative (eHGI), it was decided to base the final assessment framework solely on the 
Regulation of European Standardisation. Annex II of the Regulation more specifically was selected 
by the study team as a basis of the ultimate assessment framework proposed for various reasons: 
principally, it contains a set of specific criteria which define necessary elements for a profile 
development organisation and its profiles to be identified by the European Commission.  

The choice of Annex II of the Regulation as a sole basis for the assessment framework was 
justified by the fact that any additional criteria added (beyond the scope of Annex II) would not 
follow, in their development, a rigorous stakeholder involvement process comparable to the one 
used during the formulation of the Regulation. As a result, the additional practices (identified in 
Annex 1 of this report) do not form part of the assessment framework. Nevertheless, they have 
been observed to be of some further, potential, use in terms of enhancing or expanding the 
assessment process (cf. annex 1 of this document). 

The assessment framework consists of two types of criteria, i.e., organisational and technical 
specification criteria, as listed below and depicted on Figure 1 and Figure 2: 

Organisational criteria: 

Type of organisation, openness, consensus, transparency, maintenance and intellectual property 
rights. 

Technical specification criteria: 

Market acceptance, coherence, availability, relevance and effectiveness, neutrality and stability and 
quality. 
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Category
‘Type of 

organisation’

Category
‘Openness’

Category 
‘Consensus’

Category
‘Transparency’

Category 
‘Maintenance’

Category 
‘Intellectual 

property rights ’

 
Figure 1- Overview of organisational assessment criteria based  

on Annex II of the Regulation on European Standardisation 
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Category
‘Market 

Acceptance’

Category
‘Coherence ’

Category
‘Availability’

Category
‘Relevance and 
Effectiveness’

Category 
‘Neutrality and 

Stability’

Category
‘Quality’

 
 

Figure 2 - Overview of technical assessment criteria based  
on Annex II of the Regulation on European Standardisation 

 

2.3 – Importance of the Regulation for eHealth and eHealth EIF more 
specifically 

The Regulation 5  on European Standardisation was approved by the European Council on 4 
October, 2012. The Regulation is aimed at modernising and improving the European 
standardisation system (although standards remain voluntary in character). It will be applied 
formally from January 2013 onwards. It is said to reflect the latest developments and the future 
challenges in standardisation, including new means for developing voluntary standards of services 
and products. This new regulation has three foci: (1) the fostering of standards and wider 
participation in standards development; (2) information and communication technologies (ICTs) 
themselves; and (3) acting as a tool for innovation and competition.  

Overall, the Regulation aims to shorten the average time allotted to the standardisation process; to 
facilitate the representation and participation of small- and medium-sized enterprises; to involve 
consumer and social organisations so as to improve services and products for particular population 
groupings (e.g., older adults); and to take into account the eventual impacts of the standards. It will 
particularly affect the use of relevant technological specifications by public authorities (health 
authorities could be taken as particular examples) in terms of their procurement (commissioning) of 
software, hardware, and information technology (IT) services6. Authorities will be able to reference 
common technical specifications when commissioning these services. The Regulation's press 

                                                      
 
5 http://ec.europa.eu/enterprise/policies/european-standards/standardisation-policy/index_en.htm 
6 Definition of IT services.  

http://ec.europa.eu/enterprise/policies/european-standards/standardisation-policy/index_en.htm
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release7 draws particular attention to the role of the technical specifications in terms of encouraging 
market acceptance and facilitating (i.e., “not hampering”) interoperability.  

Improved standardisation is seen as a "tool for innovation and competition". The positive prospect 
ahead is that the standards that are compliant with this regulation will be likely to increase 
competition, lower output costs, improve sales costs, increase general benefits for "economies as a 
whole and consumers in particular", enhance quality, ensure compatibility, and increase citizens' 
well-being and safety.  

In its shift towards a focus on public procurement, the Regulation gives a legal basis for 
identification of technical specifications which could be referred to in public calls for tender. This will 
be helpful in terms of the European market for eHealth systems and services. 

Particularly, in terms of eHealth, a link to innovation and standardisation is created through the 
European Innovation Partnership on Active and Healthy Ageing.8 In this context, the improvements 
of health care services to an ageing population are expected to depend on having more integrated 
health and social care services, that need a greater sharing of information and therefore place a 
greater reliance on interoperability standards. It is also highly likely that the diverse domains of 
eProcurement, eInvoicing, and eSignatures could all be brought together in ways that would 
improve standardisation in the two associated fields of eHealth and eAccessibility. Indeed, the 
ways in which an exploration of these types of developments could be played out in the upcoming 
large-scale pilot, eSENS,9 will be interesting to monitor. The contribution of eHealth experts to this 
experimentation is indeed anticipated. 

In terms of the eHealth European Interoperability Framework, there are changing roles for both 
Member States and stakeholders as a whole. Hence, it is useful that, in both cases, they are being 
given the opportunity to comment on a variety of aspects of the framework, ahead of the 
formulation of the roles which they might eventually play from 2013 onwards (proposals for the 
relationships between a range of nested committees and task forces are currently under 
discussion).10 

2.4 – Use of the assessment framework by the study team 
This section explains how the assessment framework was used within this study. To start with, 
Annex II of the Regulation was treated by the study team as a checklist, from which criteria were 
"translated" into the assessment framework by means of questions. As a result, all twelve criteria 
from Annex II were transformed into a set of corresponding assessment questions. There was a 
one-on-one mapping created between each criterion and each specific question posed. In order to 
ease the application of the assessment framework and in order to achieve a consistent set of 
answers, all questions were formulated in such a way that a positive answer was expected. 

Based on input from DG Enterprise, the study team formulated and documented the interpretation 
of the questions. For the sake of transparency, each of these interpretations is laid out in the two 
chapters that follow.  

This section explains the reasoning and approach that underpin these interoperations. First, the 
interpretations were developed at the very beginning of the study. They have, nevertheless, been 
adapted during the course of the study. Second, the interpretations were considered to act as 
internal guidelines for the study team during the use of these assessment questions whenever 
this occurred in subsequent stages of the study. In general, the study team viewed each of these 
questions as a form of "a compliance test" with regard to the three organisations or initiatives 
(Continua, IHE, and epSOS) and in relation to the technical specifications.  

                                                      
 
7 http://ec.europa.eu/enterprise/policies/european-standards/standardisation-policy/index_en.htm 
8 http://ec.europa.eu/research/innovation-union/index_en.cfm?section=active-healthy-ageing  
9 This new, very large, large-scale pilot is on target for launch on 21 February 2013. 
10 Ways in which e.g., the eHealth Network, Connecting Europe Facility Governance, eHealth Governance Initiative, and the 
ICT standards multi-stakeholders platform will share decision-making processes has not yet been formalised, but is likely to 
become so by the end of 2012 and/or beginning of 2013. For more details, see deliverable 2 of this study. 

http://ec.europa.eu/enterprise/policies/european-standards/standardisation-policy/index_en.htm
http://ec.europa.eu/research/innovation-union/index_en.cfm?section=active-healthy-ageing
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Please note that debate and dialogue with regard to the interpretation of the assessment questions 
will be encouraged following the completion of this study. The output of the study is a set of 
recommendations that may be interpreted as guidance for the organisations that have been 
assessed to improve their compliance with the provisions of the Regulation. 
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3 – Organisational assessment 
criteria 

This chapter introduces the organisational assessment criteria and the corresponding questions 
and the study team’s interpretation of these questions used during the course of study.  

There are six organisational criteria listed in the Regulation on European Standardisation. These 
are: the type of organisation (section 3.1), openness (section 3.2), consensus (section 3.3), 
transparency (section 3.4), maintenance (section 3.5) and intellectual property rights (section 3.6). 
A working interpretation of each organisational criterion was used by the study team throughout the 
duration of the study. In some cases, this process involved making assumptions about the 
underpinning intention of the question. The interpretation used, and the assumptions made are laid 
out specifically in this chapter with regard to the organisational assessment criteria. 

3.1 – Type of organisation 
 

Question The study team’s 
interpretation of question 

Are the technical specifications developed by a non-
profit making organisation which is a professional 
society, industry or trade association or any other 
membership organisation that within its area of 
expertise develops standards in the field of information 
and communication technologies and which is not a 
European, national or international standardisation 
body? 

a. The question is meant to 
identify the status of the 
organisation that has developed 
the technical specifications (from 
a legal point of view, and in 
terms of its activities performed) 
b. The question is meant to 
identify whether an organisation 
is not a European, national or 
international standardisation 
body (since, in general, an 
organisation creating profiles 
cannot be a standardisation body 
itself because the creation of 
profiles involves a selection of 
standards11).  
c. This question aims, therefore, 
to identify the existence of a 
conflict of interest on the part of 
the organisation. 

 

                                                      
 
11 One might find profiles of single standard, that might be produced by an SDO itself. 
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3.2 – Openness 
Question The study team’s 

interpretation of question 
Are the technical specifications developed on the basis 
of open decision-making accessible to all interested 
actors in the market or actors in the markets affected 
by those technical specifications? 

The question is meant to identify 
openness understood as a 
decision-making process 
accessible to all possible 
interested parties directly or 
indirectly affected by the 
technical specifications in the 
market. 

 

3.3 – Consensus 
Question The study team’s 

interpretation of question 
Is the standardisation process collaborative and 
consensus based and did it not favour any particular 
stakeholder? 

The question identifies whether 
the process of standardisation 
provides for a level playing field 
for all stakeholders based on 
consensus understood by the 
Regulation as “Consensus means 
a general agreement, 
characterised by the absence of 
sustained opposition to 
substantial issues by any 
important part of the concerned 
interests and by a process that 
involves seeking to take into 
account the views of all parties 
concerned and to reconcile any 
conflicting arguments. Consensus 
does not imply unanimity.” Given 
that above, the study team 
defines consensus in terms of 
granting and distributing the 
voting rights to the 
organisation’s members. 

 

3.4 – Transparency 
Question The study team’s 

interpretation of question 
Is all information concerning technical discussions and 
decision making archived and identified? 

The question is meant to identify 
transparency understood as 
archiving and identification of all 
information concerning 
development of technical 
specifications, as a necessary 
condition for an organisation to 
be credible. 
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Is information on (new) standardisation activities widely 
announced through suitable and accessible means? 

The question is meant to identify 
for transparency understood as 
distribution of information about 
(new) standardisation activities 
accessible publicly via public 
channels 

Is participation of all categories of stakeholders sought 
with a view to achieving balance? 

The question12 is meant to 
identify whether all categories 
stakeholders can and do 
participate in the development 
process of technical 
specifications on equal terms.  

Is consideration and response given to comments by 
interested parties? 

The question is meant to identify 
whether interested parties’ 
opinions and input is taken into 
account during the development 
process of technical 
specifications  

 

3.5 – Maintenance 
Question The study team’s 

interpretation of question 
Is on-going support and maintenance of published 
specifications guaranteed over a given time period (i.e. 
3 - 5 years)? 

The question is meant to identify 
the on-going existence of the 
maintenance of technical 
specifications over a given time 
period, as one of the elements to 
assure their quality 

 

3.6 – Intellectual Property Rights 
Question The study team’s 

interpretation of question 
Are intellectual property rights essential to the 
implementation of specifications licensed to applicants 
on a (fair) reasonable and non-discriminatory basis 
((F)RAND), which includes, at the discretion of the 
intellectual property right-holder, licensing essential 
intellectual property without compensation? 

The question is meant to identify 
whether  intellectual property 
rights are licenced according to 
the FRAND principle either with 
or without compensation  

 

                                                      
 
12 This depends on whether a complete list of stakeholders (for whom a standard or profile is relevant) has been 
constructed. 
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4 – Technical specification 
assessment criteria 

This chapter introduces the technical specification assessment criteria and the corresponding 
questions and the study team’s interpretation of these questions used during the study. 

There are six technical specifications criteria listed in the Regulation on European Standardisation. 
These are: market acceptance (section 4.1), coherence (section 4.2), availability (section 4.3), 
relevance and effectiveness (section 4.4), neutrality and stability (section 4.5), and quality (section 
4.6). A working interpretation of each technical specification criterion was used by the study team 
throughout the duration of the study. In some cases, this has involved making certain assumptions 
about the underpinning intention of the question. The interpretation used, and the assumptions 
made are laid out specifically in this chapter with regard to the technical specification assessment 
criteria. 

4.1 – Market acceptance 
Question The study team’s interpretation 

of question  
Do technical specifications or their 
implementations not hamper interoperability 
with the implementations of existing European 
or international standards? 

The question aims to identify 
potential conflicts, at either the level 
of the specification or its 
implementation, with the 
implementation of European or 
international standards that are 
already in existence  

Are there demonstrations by operational 
examples of compliant implementations from 
different vendors? 

a. The question aims to identify 
whether there are demonstrations by 
operational examples of compliant 
implementations (understood as 
integration statements)  
b. The question aims to test whether 
more than one vendor implements 
the technical specification 

4.2 – Coherence 
Question The study team’s interpretation 

of question  
Are the technical specifications coherent? That is 
to say, do they cover domains where the 
adoption of new European standards is not 
foreseen within a reasonable period, where 
existing standards have not gained market 
uptake or where these standards have become 
obsolete, and where the transposition of the 
technical specifications into European 
standardisation deliverables is not foreseen 
within a reasonable period? 

The question aims to identify 
whether technical specifications 
cover domains where: 
• a new European standard is 
created, but not yet adopted 
• an existing European standard that 
is not yet commonly adopted 
• an existing standard was commonly 
adopted, but is no longer in use 
• relevant technical specifications are 
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not foreseen to be recognised by a 
European SDO in 1 to 3 years 

 

4.3 – Availability 
Question The study team’s interpretation 

of question  
Are technical specifications publicly available for 
implementation and use on reasonable terms 
(including a reasonable fee or free of charge)? 

The question aims to identify 
whether technical specifications are 
publicly widely available and at a 
reasonable price or free of charge , as 
this is a necessary condition of 
interoperability at the European level 

 

4.4 – Relevance and effectiveness 
Question The study team’s interpretation 

of question  
Does the usage of the technical specifications 
ensure the implementation of the required 
functionalities?  

The question aims to identify 
whether technical specifications 
guarantee  to meet functional 
requirements via solutions identified 
for use cases 

Do the technical specifications respond to 
market needs? 

The question aims to identify 
whether markets needs are met, 
while taking into account the needs 
of patients. A market need is defined 
as demand formulated by the 
organisation members, who are, at 
the same time, market players. 

Do the technical specifications respond to 
regulatory requirements? 

The question aims to identify 
whether there is a mechanism that 
checks whether regulatory 
requirements are met, as this is one 
of the conditions of quality assurance 
and risk avoidance 
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4.5 – Neutrality and stability 
Question The study team’s interpretation 

of question  
Are the technical specifications whenever 
possible performance-oriented rather than 
based on design or descriptive characteristics? 

The question aims to identify 
whether, whenever possible, 
technical specifications are 
performance-oriented (i.e. for 
technical specifications this means 
that they should describe what 
functional requirements they fulfil) or 
are based on design or descriptive 
characteristics (i.e. describing how 
functional requirements should be 
met)  

Do the technical specifications not distort the 
market or limit the possibilities for implementers 
to develop competition and innovation based 
upon them? 

The question aims to identify 
whether technical specifications do 
not distort the market and whether 
they enable implementers to develop 
competitive and innovative solutions 
that are based on the specification  

Are the technical specifications based on 
advanced scientific and technological 
developments? 

The question aims to identify 
whether the standards that support 
technical specifications are the most 
recent ones, which are conditions for 
the advanced scientific (i.e., 
academia based) and technological 
(i.e., the state-of-the-art) 
developments in the context of 
technical specifications development 

 

4.6 – Quality 
Question The study team’s interpretation 

of question  
Are the quality and level of detail sufficient to 
permit the development of a variety of 
competing implementations of interoperable 
products and services? 

The question aims to identify 
whether the quality and level of 
detail of the technical specification 
are enough to enable competitive 
interoperable products and service 
solutions to be developed 

Are standardised interfaces not hidden or 
controlled by anyone other than the 
organisations that adopted the technical 
specifications? 

The question aims to identify 
whether a standardised interface is 
fully explained  and described and 
whether it is meant to be controlled 
only by organisations that adopted 
the technical specifications 
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Glossary 

Concept Description Source 
(Base) Standard “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: 

- 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.” 

Generic EIF 

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 

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

Generic EIF 

Interoperability Framework “An interoperability framework is an agreed 
approach to interoperability for organisations 

Generic EIF 
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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.” 

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 the cooperation envisaged.” 

Generic EIF 

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 

Generic EIF 
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measures.” 

Standards developing 
organisation (SDO) 

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

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 
Telecommunications Standards Institute (ETSI); 

- 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).” 

Generic EIF 

(italic: addition of study 
team) 

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). 

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). 

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. 

Regulation of European 
Standardisation 

ETSI standard ETS 300 
406 

(italic: addition of study 
team) 

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) 

In the context of our study, a use case can be 
trigged by a business event (i.e., a business / 
high-level use case) or by a technical event (i.e., 

ISO TR 28380-1 IHE 
Global Standards Adoption 

(italic: addition of study 
team) 
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a technical use case). One high-level use case 
can (re)use one or more technical use cases. 
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Annex 1: Additional practices 
identified during the study 

As discussed in section 2.2, an assessment framework was needed to assess IHE, Continua and a 
set of related profiles as well as the epSOS project. During Phase I of this study, an assessment 
framework was proposed based on different sources, including the Annex II of the Regulation of 
European Standardisation, the Common Assessment Method for Standards and Specifications 
(CAMSS), industry practices and stakeholder interviews. 

After discussing this assessment framework with experts from the eHealth Governance Initiative 
(eHGI), it was decided to base the assessment framework solely on Annex II of the Regulation of 
European Standardisation. The selection of Annex II of the Regulation as a sole basis of the 
assessment framework was justified by the fact that additional criteria, beyond the scope of Annex 
II, would not follow a rigorous process of stakeholders’ involvement comparable to the one used 
during the creation of the Regulation. As a result, these additional practices do not form part of the 
assessment framework, but they have been observed to be of further use in terms of enhancing or 
expanding the assessment process. 

A number of potentially desirable additional practices involve the collection and collation of a wider 
range of documentation and empirical evidence than is currently proposed to be the case in the 
Regulation. They also point to the need for a keener identification of the costs of the introduction of 
profile development. Methodologically, these practices were identified in the following ways: e.g., 
though input from external experts, from commentary that emerged from various Webinars, more 
formal meetings of such groups as the eHealth Governance Initiative, and additional interviews. 

The following overview provides more information about the identified additional practices: 

Additional Practice 1 - fit with market price: The cost of implementing profiles should conform to 
market prices. An indication of the order of magnitude of all the relevant costs involved in 
implementing such a profile should be provided to stakeholders. 

• More specifically, end users of the profiles, including hospitals and small or medium-sized 
enterprises, should receive sufficient information to understand well the order of magnitude 
of all the costs to be incurred when they come to implement the various software and 
hardware products that are needed to support the profile. 

• To this end, representative case studies should be provided that can illustrate the complete 
implementation costs implied for the different kinds of stakeholders. The range of 
stakeholders might include health services and systems, social care services and systems, 
hospitals, general practices, care homes, other housing providers, insurance companies 
and agencies, patients' and community groups. 

Additional Practice 2 - stakeholder descriptions and costs to stakeholders: A clear 
description is needed of the stakeholders which paid for the development of the profile and what 
costs they paid. 

• The stakeholders that paid for the development of the profile should be explicitly 
documented. This clear documentation will ensure that other players in the market are 
aware of where the payment of costs can be anticipated before they themselves begin to 
implement the profile. 
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• When a new profile is developed, the way in which the costs incurred are charged to one or 
more stakeholders needs to be explicitly documented. 

Additional Practice 3 - secure exchange of data: There should be a mechanism introduced that 
ensures a secure exchange of data between eHealth stakeholders. 

• During the profile development process, there should be a mechanism to ensure the 
secure exchange of data between eHealth stakeholders. The mechanism that is to be 
introduced should specify the organisation that is to be involved, its roles and 
responsibilities, processes, procedures, and technology. 

• The resulting profile should contain an explicit description of how security has been taken 
into account during the profile development process, including the way that relevant legal 
instruments have been supported. 

Additional Practice 4 - backward compatibility:13 A profile should document how backward 
compatibility is supported. In the event that backward compatibility is not desired, the profile should 
explain explicitly why this is not the case. 

• The profile should contain an explicit description of the backwards compatibility with the 
older versions of the profile (or profiles) and the underlying base standards. 

• Sometimes backwards compatibility is not desired because the new solutions introduced 
are simply so innovative. In this case, the profile should explain the innovative character of 
the new solution and/or it should add text that explains the lack of backwards compatibility. 

                                                      
 
13 Backwards compatibility implies "computer hardware or software ... able to be used with an older piece of hardware or 
software without special adaptation or modification". Cf. The New Oxford Dictionary of English. (2001) Oxford: Oxford 
University Press 
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