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by Jeremy Thorpe
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Looking at identification
of pharmaceutical
products: OpenMedicine

www.open-medicine.eu/
openmed/

Editorial

Health services across
Europe are facing similar
challenges, but also similar
opportunities.

The challenges are well known, with pressures of the ageing society, the
increasing incidence of chronic conditions and constrained budgets. In

response, many countries are focussing on improving health and well-
ness, and seeking to prevent ill-health, thus enabling more patients to
live at home rather than be treated in hospital. Alongside this is a strong
impetus for the patient to become much more active, empowered and
engaged in their care. The digital age has arguably arrived late in the
healthcare domain, and yet is now enabling access to data and services.

All these developments have placed a higher importance on measures for
achieving interoperability within organisations, between organisations,
and across different care settings. In Europe, the work of the European
Commission and the eHealth Network (comprised of both the EC and
28 Member States) has also addressed the issues of cross-border care.
This work, seen through projects such as epSOS, thematic networks
such as Antilope and now Expand, has framed this interoperability

in the context of four domains: the legal / regulatory, organisational,
semantic and technical.

There are many issues still to face, some being addressed through Ho-
rizon 2020 projects such as OpenMedicine (looking at identification
of pharmaceutical products), AssessCT (appraising the suitability of
SNOMED CT to support terminology requirements) and Valuehealth
(building the business model for sustainable ehealth). Alongside these,
the eHN is about to oversee the start of a new Joint Action initiative
which, over the next
three years, will
progress a series of
standardisation and
implementation is-
sues with a view to
creating a sustainable
European Infostruc-
ture for health.

From a demand
perspective, this activ-
ity should provide
much-needed support
for those wishing to
implement digital




solutions. From a supply perspective, this should create an environment
in which suppliers can enter the market and compete across Europe.

Europe of course is not alone in this situation. The joint working with
the US — for instance through the Trillium Bridge project — has under-
lined the many similarities, but also highlighting some different ap-
proaches.

HL7, as an international organisation, is well-placed to help support this
activity, given the many years of experience in developing interoperabil-
ity standards. All stages in the lifecycle need support.

The first stage would include, from a user perspective, the develop-

ment of new standards to support emerging areas such as care at home,
patient-initiated care and population health. At the same time, it is

clear that much more work is required in support of confidentiality and
privacy, with verification and authentication of identity, the recording of
patient consents (who has access to data about me?) and personal prefer-
ences.

The second stage will see the process of maturing those standards with
supporting implementation guidance, support for testing and con-
formance mechanisms. Areas where such work might be seen are the
stabilisation of Fast Healthcare Interoperability Resources (FHIR) and
support for cross-sectoral building blocks being developed in Europe
through projects such as eSens for eID, eSignature, etc.

The third stage will see the effective and widespread use of integration
facilities, which in turn will hopefully be able to demonstrate the ben-
efits to care, in terms of quality, efficiency and improved outcomes.

These activities will be a joint effort, with other standards groups such as
IHTSDO, CEN and IHE. One route for contributing will be through
the HL7 European Strategy Advisory Board (ESAB), established by the
European HL7 Foundation Task Force and European HL7 International
Afhiliates. The objective of ESAB is the alignment of the European HL7
afhliates’ strategies and policies in areas that are relevant for the Affiliates
and/or their members, particularly with respect to their situation in Eu-
rope and advise the European HL7 Foundation in relation to its Euro-
pean wide activities. The agenda is both complex and exciting, but if we
are able to ensure that Member States, together with all stakeholders, are
able to make progress, it will be immensely satisfying and worthwhile.

Jeremy Thorp

Director of Business Architecture
Architecture, Standards and Innovation
Health and Social Care Information Centre

e-mail: jeremy.thorp @hscic.gov.uk
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eStandards: a focal point
for large scale eHealth
deployment

Large-scale and sustainable deployment of eHealth services across
organizations or jurisdictions would favor cost-efficient, consistent, and
accelerated implementation of standards that advance interoperability.

The eStandards project selected for funding by the European Commis-
sion has been proposed by HL7, CEN/TC 251, IHE, EuroRec, OFFIS,
and other leading organizations for eHealth standards and specifications
development and adoption in Europe. It is supported by the European
eHealth Network of European Member State representatives established
under Article 14 of the EU Directive on patients’ rights to cross-border
care as well as ISO/TC 215, GS1, IHTSDO, IEEE, EFMI, and IMIA
to advance eHealth interoperability and global alignment of standards
and specifications.

The two year project starting on May 1, 2015 aims to join up stakehold-
ers across Europe and globally to build consensus on creating interoper-
ability across different (possibly overlapping) eHealth standards, acceler-
ate knowledge-sharing, and promote wide adoption of standards.

In an evidence-based Roadmap, eStandards targets alignment, itera-
tive consolidation, and broad acceptance of eStandards, elaborating

the European eHealth Interoperability Framework use cases with clini-
cal content modelling for different paradigms and embeding a Qual-
ity Management System for interoperability testing & certification of
eHealth systems. The project team will collect evidence and will provide
guidance on the coexistence of competing or overlapping standards in
large-scale eHealth deployment, whether regional, national or cross-

border.

The eStandards Roadmap and associated evidence base expected in
2017, a white paper on the need for formal standards, and two guide-
lines addressing how to work with: (a) clinical content in profiles and
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(b) competing standards in large-scale eHealth deployments aspire to
be pragmatic steps toward their alignment and convergence of eHealth
standards.

Interoperability tools play a critical role in this context as they hold
promise of optimizing the entire interoperability standards lifecycle as
introduced in the eHealth Interop report:

Identification of a use case or set of requirements

Selection of supporting interoperability standards, with the selection
of options

Implementation, conformance testing, certification

Deployment in projects, which closes the feedback loop from the real
world.

Along with interoperability tools, a Quality Management for testing
and certification of eHealth solutions as well as structured meaningful
evidence of best practices can drive large scale eHealth deployment. Un-
derlying aspiration is changing the language of interoperability toward
a culture of co-creation and mutal trust between traditional purchasers
and the health Information Technology industry (see figure 1).

Consensus . .
Figure 1: Integrating
] : ] evidence and cultivating
Perspective #1 Perspective #4 .
a culture of quality
management in
: < N R eStandards.
Use case driven g\lﬁ L‘\' Vendor-User dialogue

e
I*);i Roadmap "5 Perspective #3
Evidence-based
Policy (WP3)

Local/regional/national EU/US MoU Roadmap
Strategy implementation

In this way, eStandards aims to nurture innovation, sustainability and
growth under the emerging Connecting Europe Facility contributing to
the Standards and Interoperability pillar and specific key actions of the
Digital Agenda 2020 in Europe. Its ultimate ambition is to strengthen
Europe’s voice and impact, while reinforcing the bridges established
with the EU Patient Summary guideline across the Atlantic in Trillium

Bridge and among European Union Member States with initiatives such
as epSOS, eSENS, Antilope, and EXPAND.

For more information contact: euoflicec@HL7 .org

Catherine Chronaki
Secretary General, HL7 Foundation, Brussels, Belgium
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Assessing SNOMED CT
for Large Scale eHealth
Deployments in the EU

Semantic standards like terminology systems are key resources to improve
data interoperability and reuse and maximise value from clinical data, in order
to optimise care and minimise harm in care delivery. The ASSESS CT project,
integrating a broad range of stakeholders, will investigate the fitness of the
international clinical terminology SNOMED (T as a potential standard for
EU-wide eHealth deployments.

In a joint one-year effort, ASSESS CT will address this challenge by
investigating a number of issues related to the current use of SNOMED
CT such as concrete reasons for adoption/non adoption of SNOMED
CT, lessons learned, success factors, type and purpose of use, multilin-
gualism, cultural differences, strengths and weaknesses. ASSESS CT
will review - using literature review, survey, interviews; focus groups
and workshops - the current state of use of SNOMED CT and the
fulfilment of semantic interoperability use cases, known technical and
organisational drawbacks, and the way the terminology is improved and
maintained.

The consortium will analyse the impact of SNOMED CT adoption
from a socio-economic viewpoint, encompassing management, business,
financial, organisational, and governance aspects. ASSESS CT will pro-
vide both the European Commission and the EU member states with a
portfolio of best practice approaches to the adoption of SNOMED CT,
including prerequisites, critical success factors and methods to overcome
technical, legal, organisational and human factor barriers. It will de-
lineate the gaps in the availability and licensing of SNOMED CT and
derived assets such as value lists, translations, tools, and in the market,
regarding EHR system capability, educational resources, analytics. Avail-
able evidence, hypotheses, expert and user opinions will be synthesised
into useful policy recommendations to support scaling up successful
adoption of SNOMED CT and maximising value from coded clinical
data.

Knowledge gaps for aspects of SNOMED CT such as its suitability
for clinical use and its use across language and cultural borders require
further investigations.

Small, focused studies

using sampled clinical
data will provide new
evidence about concep-

tual and term coverage

for selected languages, as
well as technical fitness in A S S E S S C T
manual and automated



semantic annotation scenarios. The costs for enrichment of SNOMED
CT by non-English content will be estimated based on cost estimates for
adding and validating interface terms. Fitness to clinical requirements
will be examined by assessing term and concept coverage and coding
agreement in clinical use cases such as for structured and unstructured
patient summaries. The additional evidence is expected to have a signifi-
cant impact on future policy dialogues and strategic planning.

Three scenarios will be followed:

ADOPT: SNOMED CT as pan-European eHealth interoperability
standard

ALTERNATIVE: interoperability without SNOMED CT
ABSTAIN: no EU level action taken.

The consortium will collect real-world experiences representing these
scenarios, will create new evidence and will assess the impact on differ-
ent stakeholders including patients and healthcare providers, for cross-
border as well as national and regional strategies.

Alignment with priorities and perspective of the eHealth Network will
be sought through a Committee of Member States” representatives. Vali-
dation of all working tasks will be ensured through four large workshops
with distinguished experts assembled in an Expert Panel and national
focus groups. Coordination across the parallel H2020 Call PHC34
interoperability projects will be sought. Alignment with EU-US interop-
erability activities will also be ensured.

The project team is composed of 14 organisations (see table 1).

project team

University of Applied Sciences Niederrhein Germany
HL7 International Foundation Belgium
Medical University of Graz Austria
Averbis GmbH Germany
European Institute for Health Records France
empirica Gesellschaft fiir Kommunikations- und German
Technologieforschung mbH crmany
Academisch Medisch Centrum, Universiteit Amster-

Netherlands
dam
Nictiz National IT Institute for Healthcare in the

Netherlands
Netherlands
Regione Lombardia, General Directorate for Health | Italy
Aalborg University Denmark
Linképing University Sweden
INSERM LIMICS France
Croatian Health Insurance Fund Croatia
National Institute for Health and Welfare Finland



by José Costa Teixeira

ASSESS CT receives funding from the European Union’s Horizon 2020
research and innovation programme under grant agreement No 643818.

More information is available at: www.assess-ct.eu.

Scientific coordination

Prof. Sylvia Thun, MD, PhD

University of Applied Sciences Niederrhein
Reinarzstr. 49, 47805 Krefeld

Sylvia. Thun@hs-niederrhein.de

Administrative coordination and networking
Veli Stroetmann, MDD, PhD; Rainer Thiel, PhD
empirica Communication & Technology Research
Oxfordstr. 2, 53111 Bonn

ASSESSCT @empirica.com

Supply of Healthcare
Products

Part 1 - A vision for Global integration

This short article describes how global standards - HL7 and GS1 - are being put
together to support a safer supply chain from the manufacturer to the patient.

Many healthcare activities include - implicitly or explicitly - the provi-
sion of products. Medication, radiology contrasts, syringes, infusion
pumps, stents, pacemakers. ..

The provision of these products is not just an administrative act; it im-
plies a series of clinically relevant aspects - traceability, drug- or device-
safety; it also implies a range of activities from the procurement to the
tracking of products, including the different workflows of ordering,
consignment, unplanned administration, traceability, recalls...

Procurement departments and pharmacies must put considerable effort
in managing these operational and clinical aspects, while supporting the
specifics of each clinical domain.

Only by articulating these aspects can they support the clinical needs
while improving operational efficiency. Standardization must support
this articulation.



The relevance of supply and its impact on the clinical aspects is getting
strong awareness. Authorities are regulating traceability, product recalls,
detection of falsification with item serialization, etc., which impacts care
processes in a growing manner.

The FDA is mandating for the UDI - the Unique Device Identifier - as
a means to enable the registry and identification of medical devices. In
Europe, there is awareness about the need for serialization, to enable the
tracking of each single product dose.

The interested parties on all sides (software vendors, product suppliers,
authorities and care providers) must provide solutions. But how to deal
with these needs across so many different workflows, business models, or
product types?

Standardization must facilitate integration across domains. Some ex-
amples:

In Pharmacy, the product circuit is fully tracked starting with an
order and ending with administration,

In Operating Theaters, products in consignment are consumed be-
fore ordered and charged,

In diagnostic procedures, anesthetics or contrasts are typically docu-
mented only for administrative purposes and are seldom linked to
the clinical aspects.

Analyzing each of these challenges and implementing domain-specific
solutions is one way to solve the issues. The same HL7 standard can
help solve each of these cases. But how to preserve integrity of patient
care, billing, procurement, etc. across these domains? At the end of the
day, using a standard should not only be a matter of formal compliance,
it also should enable effective integration.

An analysis is showing that these aspects can actually be seen as common
needs, and that a standard Supply interoperability framework is possible.

Several countries have issued internal guidance for the use of standards
in supply. Some may be restricted to specific use cases (e.g. consignment
items) or parts of the workflow (e.g. the procurement process) or some
enabling aspects (e.g. the use of barcodes).

Since no single national framework provides the flexibility to enable the
complete set of scenarios (due to the breadth of the scope), an interna-
tional framework is required, to cover different cases and needs.

While global standards exist, their adoption is just not yet globally uni-
form. Guidance is needed.

HL7 provides the de facto standards for clinical processes. This means
that all interoperability aspects of clinical product ordering (e.g. pre-
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scriptions) and administration can be covered by HL7. With its implan-
tation and scope, HL7 supports well the many clinical processes.

GS1 develops and maintains global international standards for supply
messaging and for AIDC (Automatic Identification and Data Capture).
GS1 provides interoperability standards (messages) and coding standards
(e.g. GS1 barcode format and content) which address the operational as-
pects in support of the clinical needs. Its use has been profiled in several
countries and in a variety of material to support the healthcare needs.

In October 2013, HL7 and GS1 renewed their 2007 Memorandum

of Understanding (see http://www.gs1.org/docs/media_centre/gs1_
pr_141013_HL7.pdf), which underlines the collaboration between the
two institutions to promote the use of both standards as a guarantee of
efficient and effective health care.

In order to address all the variations described here, and to enable the
continuity of flow and availability of data, a common standard frame-
work is needed. This common framework will streamline the interoper-
ability needs while supporting all the clinical and operational variances.

The mechanism to order products from a vendor must be compatible
with all the upstream and downstream activities.

The data provided upon product delivery or administration must be



consistent, whether the standard is HL7 v2, FHIR or CDA, or GS1
for the supply chain transactions and identification.

The product identification should be provided from the production
to the use or administration at the point of care, by using the same
standard (GS1), and must be consistent with different identification
processes (manual or automatic identification)

This common framework is being prepared today. A preview of the
scope and features is in figure 1.

The supply of products being an explicit need in Pharmacy workflows,
IHE Pharmacy has produced international profiles for the clinical flows
since 2010, while deliberately keeping open the dependencies on a Sup-
ply framework. IHE is now closing those dependencies. This work was
initially incubated in Pharmacy and is now shared across domains.

The next major step is a white paper which clearly describes the topic
and elicits the requirements for a global, standard interoperability
framework.

For more information, please contact pharmacy@ihe.net.

José Costa Teixeira

Healthcare and IT consultant and designer, Ghent, Belgium

ART-DECOR & IHE Europe = JHIE

The ART-DECOR Expert Group and IHE Europe recently signed an EUROPE
Memorandum of Understanding to establish and develop the collabora-

tion between the two groups in order to jointly promote the adoption of
respective and complementary open-source offerings and evolve them in

a synergistic way.

The agreement applies specifically to the ART-DECOR Framework and

the IHE Gazelle ObjectsChecker. The vision is to engage the broadest

group of eHealth projects and vendors around the world to adopt and
use the combination of the two tools in order

to facilitate the creation and consistent standardized documentation

of CDA based specifications and
to support rigorous compliance validation and testing.

The overall goal is to provide these projects with easy-to-use efhicient
combined tooling that enhance the quality of their implementations and
information exchange.

For more information see art-decor.org and www.ihe-europe.net.

Dr Kai U Heitmann (ART-DECOR) and Eric Poiseau (IHE Europe)



the Antilope results by
projects in Europe and
internationally

Between 2013 and 2015, the Antilope project was focused on the dis-
semination and adoption of the eHealth European Interoperability
Framework (eEIF) as defined by the eEIF study (also known as the
“Deloitte study”) published in July 2013 (available at https://ec.europa.
eu/digital-agenda/en/news/ehealth-interoperability-framework-study).
Antilope developed guidelines and recommendations that support the
eEIE. They are available on www.antilope-project.cu.

Based on the results of previous European projects (HITCH and
EHRQTN), Antilope developed a consistent framework that will help
projects or implementers to deploy their own interoperable solutions.

It consists of several interrelated elements that will need to be used at
different stages of a project, e.g. specifications, implementation and high
level of quality in the testing processes.

The challenge for Antilope was to define a comprehensive, usable frame-
work that enables the development of a unified market and improves the
quality of the projects and solutions in eHealth.

Key Antilope results are:

The refined eEIF in version 1: Based on the eEIF study (2013), the
Antilope framework offers tools that can be used in solving interop-
erability problems with respect of interoperability consistency over
Europe. First of all, it proposes a level scheme, listing the multiple
aspects of interoperability that projects need to take care of. Fur-
thermore, it proposes a set of use cases and their implementation
described by the corresponding realization scenarios which are linked
to a selection of profiles (positively evaluated by the European Multi
Stakeholder Platform on ICT Standardization in Nov 2014). Each
profile is an implementation guidance specification for the underly-
ing standards for a concrete and interoperable implementation.

Antilope
Advancing eHealth
Interoperability



The Quality Management System for Interoperability Testing: The
Quality Management System (QMS) for interoperability testing
consists of a customizable description and a set of templates. It allows
Conformity Assessment Bodies e.g. testing laboratories, to provide
high quality test reports when the QMS is implemented as described.

A coherent set of Testing tools: Antilope provides a portfolio of test-
ing tools that would be sufficient for testing the recognized profiles
from the eEIE and developed an inventory of recommended existing
open source testing tools. Key information is provided: target profile
tested by tool, tool name, tool developer, tool location and tool info
pages and access to source code and category of tools. Finally, Anti-
lope identified gaps and proposed a process to address those.

Quality label and certification processes: Antilope provides organi-
zational models, concrete examples and guidance that can be imple-
mented both at the European level and at the national/regional level
to preserve consistency at each level. Specific recommendations are
presented based on the reusability of the testing plan, test cases and
test tools. Extensions are allowed and a number should be leveraged
at the European level for their integration in newer versions of the
eHealth European Interoperability Framework.

The Antilope results are now available for EU projects already in prog-
ress, and for future projects linked specifically to PHC34 of Horizon
2020 (and possibly others) to implement and deploy.

Karima Bourquard
Director of Interoperability
[HE-FEurope

www.ihe-europe.net



by Catherine Chronaki,
Marc Lange and
Silvia Bottaro
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Impact Assessment of
the eHealth Governance
Initiative

This study reports on the perceptions of eHealth stakeholders on the
impact on the work of the eHealth Governance Initiative (eHGI) as
presented in the biannual meetings of the eHealth Network (eHN)
established under Article 14 of Directive 2011/24/EU Patients’ rights
in cross border healthcare. eHealth stakeholders include members of
the eHealth Network, members of eHGI, and others that are directly
or indirectly involved in the work of eHGI. From approximately 200
individual experts that were invited to respond to the questionnaire, 50
responses were received. Preliminary results from the analysis of these
responses highlight the importance of interoperability standards and the
patient summary guidelines in particular. They also underline the lim-
ited concern of decision makers with legal issues. Numerous comments
provided make the case for more thorough baseline analysis at the onset
of the next instrument to support the eHealth Network.

Seven priority areas were considered in this assessment, namely: Elec-
tronic identification, Semantic and Technical Interoperability, Legal and
data protection issues, Patient summary guidelines, ePrescription guide-
lines, Patient online access, as well as the Future multiannual workplan

of the eHealth Network and the Connecting Europe Facility (CEF).

A questionnaire was prepared by the impact assessment team in the pe-
riod June-July 2014 and piloted within HL7, HOPE, ATNA, and EH-
TEL. An online version of the questionnaire was prepared by HOPE.
Approximately 200 invitations were sent to: past and current members
of eHGI, the eHN, the eHealth Stakeholder Group. Furthermore, the
questionnaire was circulated among the members of the network of as-
sociations like HL7 and EHTEL as well as EU project consortiums such
as Antilope. 48 responses were received from 20 August to 12 October
2014. Another 2 responses were received from 15 October to 31 Octo-
ber 2014 but have not been included in this analysis due to time con-
straints for the delivery of this report.



The respondents were invited to respond anonymously and on their
behalf, not on behalf of their organization, in order to capture their
personal perception and assessment of eHGL. For each of the priority
areas, the respondents assessed their level of awareness and their per-
ceived importance of the work. They also reported on relevant actions
taken or planned by their organization towards using the relevant eHGI
work. Finally, they were asked to rate the different priority areas in terms
of importance.

The preliminary analysis of results highlights the importance and neces-
sity of the eHGI work for placing eHealth issues at the highest level in
the political agenda of the European Union. At the same time, it under-
lined the need for further synergies and collaboration complemented by
systematic dissemination activities. The respondents to the questionnaire
offered a wealth of comments and suggestions to be taken into account
in the eHealth Network Joint Action, the eHGI follow-up initiative that
starts later in May 2015. The new initiative should start with a thorough
analysis of these comments and suggestions in a solid effort to take into
account the expectations of the eHealth stakeholders in Europe.

Taking a closer look, on the question on personal awareness, responses
can be considered as indication of the topics which are of interest to
respondents. There is a clear focus on cross-border issues more so than
on exchange of good practices. Priority use cases matter to wide audi-
ence offering “attraction power”. Finally, the time and engagement of
the eHGI spent on specific topics has an influence on the answers, e.g.
better awareness on Patient summary than ePrescription.

On the question on perceived impact, the European Patient Summary
Guideline is the clear winner not only on perceived impact but also on
actions taken by organizations as well on expected future actions. How-
ever, while impact on European Member States is low and on Europe
considerable, global impact is questionable as shown in figure 1 and 2.

That raises the question: What actions should we take towards a stronger
European voice worldwide? Having foreseen that, the new eHN Joint ac-
tion has a workpackage dedicated to global impact.

On current and prospective actions by their organizations a clear indi-
cation on the readiness to take the work further was identified. Patient

All respondents N=48 Figure 1: Perceived
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summary is the clear preference across groups. Additional priority do-
mains were Interoperability and ePrescription.

Least interest in action is for “legislation” raising questions: Why? Exper-
tise? Maturity? Bias? Perhaps this overall low level ranking triggers ques-
tions on the maturity / prioritization of policy areas to work on in the
eHN and the type of expertise that needs to be attracted and cultivated
for large scale eHealth deployment in Europe. Perhaps it calls also for
multidisciplinary work so that eHealth innovation can be readily ab-
sorbed by the society, creating business opportunities for global engage-
ment.

So, where do we go from here? The bar is set high for the eHealth Net-
work Joint Action and the participating group of government entities
and competence centers is eager to move forward, addressing the issues
that need to be tackled for large scale eHealth Interoperability to be-
come a reality in Europe.

Catherine Chronaki, Secretary General, HL7 International Foundation

Marc Lange, Secretary General, European Health Telematics Association
(EHTEL)

Silvia Bottaro, EU Policy Advisor, European Hospital and Healthcare Fed-
eration (HOPE)
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by Jos Devlies and

C PENMEDICINE =
Meeting the challenge of

open access to medicinal
products: openMedicine

A core goal of this European “Coordination and Support” action is to
globally advance the unique identification of medicinal products and

to enhance the safety of cross-border healthcare delivery through in-
teroperable ePrescriptions. The epSOS project (Smart Open Services for
European Patients - Open eHealth initiative for a European large scale
pilot of patient summary and electronic prescription) solved the message
transfer problem, but encountered two serious “delivery” problems: the
univocal identification of medicinal products (MPs) to be dispensed in
another country, and challenges arising when it becomes necessary to
substitute for therapeutic and economic reasons a medicine prescribed
in another country.

Through this project, global standards development organisations SDOs
World Health Organisation — WHO,
Health Level 7 — HL7,

International Health Terminology Standards Development Organisa-
tion — IHTSDO,

International Organisation for Standardisation / European Committee
for Standardisation (Centre Européen de Normalisation) — ISO/CEN,

Global Standards 1 — GS1,
the European Union Medicines Agency — EMA,

EU Member State Competent and Regulatory Authorities,
major stakeholders (industry, health professionals, patients) and
partners in the USA

will harmonise their respective efforts to deliver

common data models - expanding upon epSOS and existing stan-

dards (ISO/IDMP) - for prescribed MPs

a common meta-vocabulary for unambiguous definition, description,
and identification of MPs

rules to harmonise practices of therapeutic and economic substitu-
tion
a roadmap for post-project actions and implementations

policy recommendations for the EU-USA eHealth road mapping
process.



Work will link to and develop upon related earlier activities of SDOs,
epSOS, European Union policy and regulatory processes (like those un-
dertaken by the eHealth Network of all Member States), and three other
eHealth interoperability projects funded under the “personalising health
and care” (PHC 34) focus of the European Commission Horizon 2020
Programme to support research and innovation.

As a first step, the project develops a concise conceptual framework to
guide its further work, in particular use case scenarios where the identi-
fication of an MP is an issue, including pharmacological and pharmaco-
kinetic attributes, clinical indications and risks to be considered. Next,
core work addresses the identification and description of pharmaceutical
products, not only for standard pre-packed regulated medicinal prod-
ucts, but also for some special cases like MPs with multi-components,
biologics, or special packaging as well as those cases where a prescrip-
tion for a medicinal product only specifies a cluster or class of products.
Furthermore, investigations are undertaken to clarify what attributes are
needed for reverse identification of a medicinal product, e.g. in toxicol-
ogy..

A parallel work strand maps national rules and regulations in all Mem-
ber States for therapeutic and economic substitution and explores op-
tions for harmonisation of these rules across the Union.

Each track develops a set of concrete solutions and road map recom-
mendations, validated by experts in face-to-face meetings and work-

shops.

Over the whole duration of the project, it involves and actively encour-
ages the participation of further national competent authorities, SDOs
and stakeholders not part of the core team as well as individual experts.
This is to assure the practicability, acceptance and trust in the solutions

developed.

The study lasts two years involving 8 beneficiaries and about 25 expert
organisations. Its overall budget is about € 1m.

The core project team is composed of these eight organisations:

Participant organisation name Country
empirica Gesellschaft fiir Kommunikations- und Tech-

. DE
nologieforschung mbH
Custodix NV BE
Health Products Regulatory Authority IE

Health Ministry of Regional Government Lombardia IT

Health Level Seven International (Europe) BE
Instytut Logistyki i Magazynowania PL

Nederlands Normalisatie Instituut (for European Com- NL
mittee for Standardization (CEN))

Agencia Espanola de Medicamentos y Productos Sani- ES

tarios Parque Empresarial




OpenMedicine website: www.open-medicine.eu

Coordination
Prof. Dr. Karl A. Stroetmann
empirica Communication and Technology Research

Oxfordstr. 2, 53111 Bonn — Germany

karl.stroetmann@empirica.com

Co-operation, expert council and roadmap

Dr. Jos Devlies

Custodix NV

Kortrijkse steenweg 214 bus 2, 9830 Sint Martens Latem — Belgium

jos.devlies@custodix.com

The Functional Profile for 2272

the Nationwide EHR-S

(Fascicolo Sanitario
Elettronico)

An update about the Italian Experience

As described in a previous article (see “Nationwide EHR design in the
real world as an Ultra-Large-Scale system. Step one: Functional models
at work By Stefano Lotti and Cristina Galeazzi in HL7 EU Newsletter
#4 Mai 2014, p12-14), the availability of a comprehensive and under-
standable framework to guide the subsequent technical specifications

is a key point for the realization of a nationwide EHR service. In this
scenario Functional Models play a crucial role, even more in a context

- like the Italian one - where the healthcare system is strongly decentral-
ized, with regional EHR systems developed independently. In February
2013 HL7 Italy with most of the Regional Administrations (19 out of
21 regions) and other public institutions promoted an interregional
group with the objective of defining a common functional model for the
national (interoperable regional) EHR system(s). The realized Function-
al Profile has been therefore published by HL7 Italy as informational
document and an extract of it has been adopted by the mandatory Na-




Figure 1: Management
Process

tional Guideline for EHR planning published by the Agency for Digital
Italy (AgID) and the Health Ministry as the basis for implementations
and interoperability (March 2014).

After this publication a formal standardization process has been started
within HL7 Italy, including: (a) a formal revision of the profile accord-
ing to the ISO HL7 EHR-S FM conformance clauses ; (b) the refine-
ment of the translated glossary with consequent linguistic alignment of
the functions and of the conformance criteria; (c) the usage of a tool for
modeling the functional profiles in UML.

The UML model (the EAP Model in the figure) created and maintained
using the Functional Models Profiling tool has been chosen as the
“reference” artefact for the specification of the profile for the Fascicolo
Sanitario Elettronico. This model is edited only by the coordinator of
the project, all the other teamwork activities (distribution, revision and
update of the contents) has been realized by means of excel files, word
documents; wiki spaces and Access database.

The bidirectional alignment between the UML model and the Access

DB (used for generating all the needed reports and document distribut-
ed within the team) has been realized through MAX (Model Automated
eXchange) files (see figure 1).

MAX Format
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As the profile has been finalized (the project lasted about 9 months) a
ballot package including several formats (pdf, excel, html) (see figure

2) — (mostly) automatically generated from the reference UML model

— has been published (December 2014). This result has been achieved
(publication in Italian) localizing the publication tool made available by
the HL7 EST WG; ad hoc transformations has been moreover applied
to overcome some tool shortages on supporting the non-English lan-
guages (see figure 3). Note: this version of the tool has been designed for
English-based profiles.

The early adoption of this tool developed by Results 4 Care B.V. as part
of the tooling strategy of HL7 International, not initially conceived for
supporting translations, has been one of the main challenge. However,
thanks to the support provided by Result 4 Care and by the HL7 EHR
WG, we succeed in proving the feasibility of adopting this tool also for
non-English profiles. Further steps need however to be made in that



& 4 || HLT7ltalia-PF_FSE_Regionale-v01.00-ballot-20141205
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direction. Note: this will be part of the approved Phase three of the
Functional Model tool.

The package has been balloted within the Italian REALM and most of
the identified issues have been reconciliated. The profile is expected to
be published as standard in the Italian REALM as soon as the few re-
maining issues will be overcome, with the start of the Functional Model
tool phase three project in HL7.

Through this project we experienced the added value of the usage of this
tool in term of ensuring compliance with the EHR-S FM R2 standard,
contributing to the consistent expression of system functionality and
enabling, beyond the actual profile development, the comparison of
profiles for consistency and the reuse of artifacts.

HL7 Italy wad hoc» files

Compiled Profile .
W )

EAP Model
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by José Costa Teixeira

The availability of computable specifications would moreover facilitate
the systems certification process, the exchange of artifacts between the
European countries and stimulate the cooperation among them: could
be this an enabling factor for a companion functional profile for the
European Patient Summary ?

Giorgio Cangioli
HL7 Italy CTO
HL7 Int. Affiliate Representative ar TSC

Medication Lists — an
interoperability challenge

The problem of “knowing a patient’s medication list” is one of the most
pervasive aspects of clinical processes. The outcome of many activities

- whether diagnostic or therapeutic - can be influenced by the patient
taking a specific medication. A common and illustrative case is the dif-
ferential diagnosis for a stroke, where knowing the medication taken (or
not) by the patient is decisive.

Since the publication of the IHE Pharmacy white paper, which con-
tained the requirements for interoperability in the medication circuits,
this problem has been acknowledged as a fundamental interoperability
requirement - for a healthcare professional to create or review a prescrip-
tion, they should know the patient’s medication history.

Since the first issue of IHE Pharmacy profiles — which intentionally left
this topic open — IHE Pharmacy and HL7 are accelerating collaboration
on this matter.

In a more “traditional”, non-interoperable manner, a physician can be
expected to retrieve the patient’s medication list and document it in the
notes.

With the emergence of an interoperable medication circuit, supported
by HL7 and THE, it is expected that some information is available
elsewhere: Not only in the form of a summary (Medication history is a
common part of any clinical summary), but also as detailed data about
the prescriptions, dispenses, administration...

These approaches - data capture by the clinicians and list retrieval - have
advantages and disadvantages.

To support these approaches in terms of interoperability, and ensure
patient safety through informed decision making, a few work fronts are
being explored:

Definitions of “Medication lists”
Collecting data for such lists

Content of the list — What is in a list



Method Advantages Disadvantages

Information exchange must consider con-
Simple text for which it was captured (e.g. specific
pathology, or short time frame): Not easily
interoperable

Clinician capture . . .
P Context-aware: the important | Context dependent: information that may

information is asked for the case | exist and be relevant may not be captured

at hand Advantages (simplicity and context-aware-
ness) are reduced when list is reused.

Requires existence of repositories.

Number and type of repositories add to

Collecting and provi- complexity

Potentially comprehensive

ding information Requires harmonization, reconciliation...

Not easily interoperable in its presented
form

Table 1: advantages and

When addressing this issue, several concepts are present in the literature .
& p P disadvantages of the

and in the normative material.

two approaches: data
Several materials were pointing to a detailed definition of the content of capture by the clinicians
the list, but the basic concepts and types of lists were not agreed upon. and list retrieval

At first we should have a common understanding what is meant by
concepts such as a medication list, a medication profile or medication
management.

These concepts and definitions have been discussed and described in a
document called “Medication Management concepts and definitions”.
This document is now being submitted to ISO TC215 WG 6 as a
proposal for a joint project between ISO TC215, HL7 and IHE to be
accepted as a Technical Report.

There are no central systems for the patients’ medication repositories.
While several mechanisms exist to gather data, the problem was still
present: medication lists were not easily interoperable across contexts.

There are many questions open: what information should be captured?
Can we include patient-issued statements with digital prescription re-
cords? Are allergies included or excluded? And previous diagnoses? How
to handle privacy matters on sensitive data? What decisions to keep or
hide information belong to the interoperability layer or the presentation
layer?

A White paper is planned for this season in IHE describing this data
and how it is exchanged and used.

The awareness that a “Medication list” is not a readily available element,
but may be constructed from existing data, has allowed to successfully
bypass inconclusive discussions about the content of “THE medication



list”. In fact, the early thesis has been that “there is no single, universal
medication list that fits all purposes”. Instead of discussing whether
the necessary data is prescription or dispense data, it is acknowledged
that both may be sent, and the processes of aggregation, processing and
visualization handle all necessary transformations. This allows proper,
semantically consistent interoperability at last.

Advancing on this topic, IHE Pharmacy has published the PML - Phar-
macy Medication List. This structured CDA document contains the
“raw” data components, which can then be used for many purposes: get-
ting the list of prescriptions, having a view of what has been prescribed
and dispensed (which can be used to infer what the patient is taking),
etc.

However pilot projects based on the PML identified several gaps in this
list: what about medication that are neither prescribed nor dispensed
(e.g. bought through another channel)? How to represent the issuance
over the time of several prescriptions for the same medication?

This led to the creation of an additional component: the Medication
Treatment Plan, a container that models the notion of planning /
introducing a new medication into the medication treatment plan of
the patient. Introducing this “initial step” in the medication workflow
also provides a way to represent relationships between several treatment
activities — planning, prescriptions, dispenses, changes in the intake
planning, etc. MTP items being not mandatorily followed by prescrip-
tions and dispenses enable a more exhaustive representation of what the
patient is known to be taking.

When these three fronts have been covered (or more, if more interest-
ing problems appear) we can expect to aim for interoperable medica-
tion repositories. As subjects of care in a growingly digital and complex
environment, the opportunities are too close and too important for us
to miss it.

On behalf of the members of the IHE Pharmacy work group:

José Costa Teixeira, Ghent, Belgium

Dr Sc. Stéphane Spahni, Hopitaux Universitaires de Genéve, Switzerland
Dr Jiirgen Brandstitter, codewerk, Austria

Michael Tan, Nictiz, The Hague, The Netherlands

Dr Kai U. Heitmann, Germany



New Implementation Guide balloted

Discharge Letter Germany

A new Implementation Guide for clinical discharge letters was bal-

loted by the membership of the German HL7 Affiliate by the end of
2014. Under the name “Arztbrief 2014” this specification is actually

an updated version of a previous German CDA R2 implementation
guide published already in 2006. An industry-lead initiative proved the
usability of this earlier version: a significant number of healthcare-IT
vendors demonstrated their capability to implement the specification
and exchange CDA documents between their EHR systems. CDA-based
discharge letters are used in practice in a number of pilot and routine
scenarios across the country.

In the last years we saw a number of CDA IGs being developed, pub-
lished, and used in other European countries [1, 2]. Due to the com-
mon language, the Swiss and Austrian versions had many similarities
with the German “Arztbrief”-IG, they actually re-used some of the
structures and constraints of the original German project. However,
technology and tooling around CDA had developed quite a bit since
2000.

One of the novelties of the newer IGs was the move from model-orient-
ed specifications towards template-based specification seen in the Aus-
trian ELGA project. This ist best understood as a change from specifying
“deep” document components specifically constrained for a specific task,
e.g. procedures or lab results, towards a layered approach where “flat”
rulesets focus on the requirements at a specific level of detail. Such rule-
sets or “templates” are developed on four different levels:

Document template: what kind of document is this, what is the
purpose and the intended use? What information shall or should be
included in the document’s sections?

Header templates: how to include the various document metadata,
such as author, patient, contact information, date and location of
encounter? Which codes and identifiers are to be used?

Section templates: What is the intended use of this section? Which
information is mandatory or optional here? Which sub-sections shall,
should or may be included? Can the narrative section content be ac-
companied by machine-readable information?

Entry templates: How can the information be conveyed in a struc-
tured, machine-processable way? Which code systems and value sets
are to be used?

This approach provides the implementer with a set of instructions that
can be used for coding the reading, writing and validating of a CDA
instance with relative ease. At the same time, it enables the development
and discussion of the guide at each level of detail within the document.
Also, the various “building blocks” of the specification can be used, re-
used and replaced independently of the neighboring templates. More-
over, as templates are basically just a set of rules, they can be combined

by Christof GeBner




Figure 1: Template
representation in the
German “Arztbrief” PDF
implementation guide
with metadata and XML
snippets

and layered, i.e. a part of the CDA

might be conformant to a ruleset A

and a ruleset B simultaneously. In T ——
) P 7l Dae i
this way the Arztbrief is designed as e et Grspdpme™

a collection of modules that should A
be re-usable in future projects. As 4
there is no way of knowing all the
requirements of a subsequent project,
this appears to be an approach that
maximises the efficiency of developing
implementation guides and imple-

mentations.

K1 The specification was completely developed using
ART-DECOR ([3] as a tool for templates, speci-
iy fication of value sets, and vocabulary binding.
® o For balloting the IG the content was transferred
to our HL7 Wiki and subsequently a PDF docu-

ment was generated as a “snapshot” of the specification, in order to

provide a document ready for ballot. For future extensions and even for
new [Gs where a smaller number of new templates could be combined
with existing ones, we are considering a move towards a template-based
balloting process.

The specification contains a large number of example “XML-snippets”
to support implementers (see figure 1), also more explanations were
added together with a separate section describing typical use cases and
some storyboards.

The guide contains normative templates on document, header and sec-
tion level (see figure 2). Also contained are a number of entry templates.
However, the majority of the latter are not normative content of the IG.
They were included to provide informative examples — to support ad-
vanced developers and foster discussions about the specification of this
kind of structures and their use.

There is a close alignment of the IG with the corresponding specifica-
tions in Austria that were previously published as part of the ELGA

project [1].

Benutzt von

‘Template-Id als MName Version

1.2.276.0.76.10.1013 Arzthrief drsthrief 2014-08-25

Be zt Te ate- y -
o g als Name Version

Id

1.2.276.0.76.10.90012 Inklision AssignedEntityElements DYNAMIC

Beziehung Spezialisierung: Template 2.16.840.1.113883.10.12.106 (2003-09-07)
<legalRuthenticator
<time va ="20130

<signatureCode
<assignedEntity>

<id ion="a00123456" 1 £="1.2.276.0.76.3.9.8.7.6"/>
<assignedPerson>
<name>
<prefix 11ifier="AC">Prof. Dr.</prefix>
<given>Hugo</given>
<family>Reinhardt</family>

</name>



Item DT Kard Konf Beschreibung Label

hl7:legalAuthenticator 0..1 (HeaderLegal Authenticator)
EtypeCode 0.1 F LA
EcontextControlCode 0.1 P or
hl7:time TS 1.1 R (HeaderLegal Authenticator)

Cs Tul K

hl7:signatureCode (HeaderLegal Authenticator)

CONF | Der Wert von @code muss gewiihlt werden aus dem Value
Set 2.16.840.1.113883.1.11.10282 ParticiparionSignarure (DY~
NAMIC)

1.1 R

hl7:assignedEntity (HeaderLegal Authenticator)

Eungefiigt von 1.2.276.0.76.10.90012 CD.A Assigned Entity Elements (DYNAMIC) ..

hl7:id I 1.* (HeaderLegalAuthenticator)

hl7:addr AD 0.1 (HeaderLegalAuthenucator)

While ELGA used the earlier German Arztbrief-1G, our recent version
uses ELGA results in turn. So we see a give-and-take type of develop-

ment here: Specifications are developed in close collaboration between
European HL7 affiliates.

Currently, this is an incremental process where one specification is de-
veloped after another, re-using some of the established results. In future,
we envisage an even closer collaboration between the European Affiliates
with their relatively similar requirements: The process of creating a new
IG could be based on a repository of templates that are jointly devel-
oped and used as a common base for localizations of various European
affiliates. With the imminent requirement of cross-border exchange of
patient summaries and electronic prescriptions between the EU mem-
ber states this could also be a constituent of a pan-European “source-of
truth” that enables interoperability across borders and languages.

Dr. Christof Gefsner
Chair, HL7 Germany

(1] ELGA - die elektronische Gesundheitsakte:
CDA-Implementierungsleitfiden
hetp://www.elga.gv.at/index.php?id=implementierungsleitfaden

(2] HL7 Schweiz: Austrittsberichte
http://www.hl7.ch/publikationen0.html

(3] ART-DECOR: http://art-decor.org

Figure 2: Template
details in the PDF
implementation guide,
directly derived from
the Template created
and maintained in the
ART-DECOR tool



by Philip Scott

Patient summaries for
transfers of care in the

English NHS: clinically-led

information standards

Health and social care information technology projects have typically
been technically-led not clinically-led and this has frequently been
identified as a significant risk factor. By analogy, the development of
information standards is as much at risk from lack of clinical leadership
as the design and deployment of software.

In an attempt to bring clinical leadership to the production of standards
for UK patient records, NHS Connecting for Health and the Royal
College of Physicians (RCP) ran a joint project on generic medical re-
cord keeping standards. This resulted in the first version of standards for
the content and structure of patient records, published in 2008 by the
Academy of Medical Royal Colleges (AoMRC). Following that, a Joint
Working Group was set up by the Department of Health to resolve the
governance of multi-professional standards. The Joint Working Group
made a series of recommendations, including the observation that
“Technical standards alone do not ensure the ability for information sys-
tems to transfer interpretable health data around the NHS”. It was also
recommended that a new group should be formed, provisionally called
the “Professional Records Standards Development Body” (PRSDB), to
continue and extend the work of developing and assuring professional
guidance for patient record content and structure across all care disci-

plines in the UK.

Technical standards alone do not ensure the ability for information
systems to transfer interpretable health data around the NHS

The Professional Records Standards Body for health and social care
(PRSB) was formed in 2013, with the stated objectives: “to ensure that
the requirements of those who provide and receive care can be fully
expressed in the structure and content of health and social care records.”
The founder members were a wide group of medical and nursing royal
colleges, National Voices (an umbrella patient group organisation), the
Allied Health Professions Federation, the Association of Directors of
Adult Social Services and the British Computer Society (BCS). PRSB
also has representation from the Health and Social Care Information

Centre (HSCIC), the Scottish Government, NHS Wales and the North-



ern Ireland Department of Health, Social Services and Public Safety.
PRSB has endorsed the latest revision of the standards for the content
and structure of patient records (HSCIC & AoMRC, 2013).

In January 2014, PRSB asked the BCS to initiate a project to address
the viability of a conformance scheme. The aims of this project were
found to coincide with the interests and objectives of the EU-funded
Semantic HealthNet thematic network, which offered to partly fund the
work. A report of this project was presented at IHIC 2015 in Prague,
Czech Republic, and subsequently published (Scott et al., 2015). This
work included a comparison of structure and content with the epSOS
patient summary.

The learning from this project laid the groundwork for several work
packages funded by HSCIC in early 2015, notably the first phase of an
electronic discharge summary standard. This is part of a longer-term
plan to develop message specifications for a discharge summary and
other use cases of the clinical standards, which will enable implementa-
tion on electronic health records and communications. The initial use
case was restricted to discharges from acute hospital to general practitio-
ner (GP). Formally the scope is limited to England, given the funding
source, but the project has sought to adopt a UK-wide approach. The
process is illustrated in figure 1.

January February 31 March

PRSB - On-line Workshop
fmof ofconcept survey discussion
report
7
Inputs
= e
NHS CFH projects:
Mental health discharge summary
Electronic 24 hour discharge summary De\relopment and

implementation of national
e-discharge messages

The scope for this phase was defined as covering the following headings
from the existing standard: patient demographics, GP practice, refer-
ral details, admission details, discharge details, reason for admission,
diagnoses, procedures, clinical summary, allergies and adverse reactions,
person completing record and distribution list. The medication heading
was deliberately excluded as another project is working on the detail of
that information model.

The project has reached out to vendors and NHS implementers to learn
from previous work and get a reality check on the implementability

of the proposed outputs. At the time of writing, we have a nearly-final
version of the first phase information model, documented using mind

Figure 1: Project process



by René Spronk

maps, spreadsheets and openEHR archetypes. The archetypes will be the
basis for CDA templates to implement the actual exchange representa-
tion of the content. All draft work will be openly published for com-
ment.

The aim in 2015-16 will be to complete the detailed information
models for the whole discharge summary, produce implementable CDA
specifications based on those models and extend the scope to other
transfers of care. Time did not permit in the first phase, but in this
phase we also plan to review document standards for care transfers used
in other parts of the world to avoid needless re-invention.

Dr Philip Scott
School of Computing, University of Portsmouth
Chair, HL7 UK

HSCIC & AoMRC. (2013). Standards for the clinical structure and
content of patient records. Available from: https://www.rcplondon.
ac.uk/resources/standards-clinical-structure-and-content-patient-records

Scott, P. J., Bentley, S., Carpenter, I., Harvey, D., Hoogewerf, J.,
Jokhani, M., Kalra, D., Kay, S., McNicoll, I., Bridgelal Ram, M., Sid-
diqui, R., Wallhouse, R. & Worden, R. (2015). Developing a confor-
mance methodology for clinically-defined medical record headings: A
preliminary report. Eur ] Biomed Inform, 11(2).

International FHIR
Developer Days in
Amsterdam

The HL7 FHIR Developer Days 2014 have been very well received. Over 70
participants from 20 countries, mainly from Europe, attended the three
day event in Amsterdam to learn more about FHIR and to build applications
themselves in FHIR.

@ ki

The members of the FHIR core team (also known as the “FHIR
Chiefs”) — Ewout Kramer, Lloyd McKenzie en Grahame Grieve — were
all present. Others, including James Agnew (from Canada, known for
the HAPT toolkits) and René Spronk (Ringholm) presented tutorials.
They also attended the hackathon to answer questions. For the partici-
pants, it was an exceptional opportunity to learn and to ask questions
— given that both the core team that created the FHIR specification as
well as the authors of the three most comprehensive FHIR test servers
(Ewout’s NET API, Grahame’s Java API en James’ HAPI) were present
during the three day event.



Very good with very detailed information on FHIR...
Participant at the FHIR Developer Days 2014

The quality of the educational track was perceived to be high. Next to
presentations aimed at making participants familiar with FHIR as much
as possible, there were also presentations on the capabilities of FHIR. An
example was ‘SMART on FHIR’ by Scot Post van der Burg, which of-
fered many new insights, ideas and much inspiration. The session on DI-
COM was also very useful, as experts on both FHIR and DICOM were
present. They demonstrated that DICOM can be used within FHIR.

The participants of the FHIR Developer Days exhibited a true com-
munity spirit. They did this not just by assisting each other in helping
to resolve issues during the hackathon, but also by participating in the

photo shoot for the “FHIR Chiefs Calendar 2015”. You can get hold of
the calendar by attending one of the upcoming HL7 events.

This year’s FHIR Developer Days are planned for 18, 19 and 20 No-
vember 2015 in Amsterdam. There will be three tracks this year: a hack-
athon, an educational and a ‘user community’ track. The hackathon and
educational tracks are subdivided into beginner and advanced tracks.
The beginners track for the hackathon will feature a round table with
tutorials and intensive coaching. The ‘user community’ track (new in
2015) intents to offer a platform for the sharing of implementation ex-
periences and best practices in a series of twenty minute presentations. If
you want to share your own implementation experiences, please contact
r.mulders@furore.com.

René Spronk, Ringholm BV

Crossing the Trillium
Bridge at HIMSS 2015

This year at HIMSS2015 in Chicago, Trillium Bridge demonstrated the
technical feasibility of discovering the patient summary of a European
from the Electronic Health Record system (EHR) of Kaiser Permanente
NorthWest reaching out to four European Union Member States using
IHE profiles. Three Member States, i.e. Spain, Portugal, and the region
of Lombardy in Italy are members of the Trillium Bridge consortium,
while for eSante, the national eHealth program of Luxemburg, the
whole exercise was “a walk in park”, since most issues had already been
resolved with Spain.

After retrieving and transforming Paolo’s patient summary from the EU
patient summary guideline format based on epSOS to the HL7 Con-
solidated CDA/ CCD format adopted by the United States Meaning-
ful Use program, both the original and the transformed summary were
made available to the physician at Kaiser Permanente’s EHR. Similarly
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HL7 FHIR Developer
Days 2015

18,19, 20 November
2015 in Amsterdam.

Please visit fhir.furore.
com for additional
information.
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the eHealth portals at the Ministry of Health Spain, SPMS, in Portugal,
and eSante in Luxemburg, were able to discover, retrieve and tansform
® i the patient summary of Martha, an American cancer survivor that had
Trillium sndger;df’ﬁr;,‘%'liiﬁ?}é_?? to cope with an unplanned care, while in Europe. The transformation
élﬂ;ﬁii?f’g‘fﬁﬁ'l’anem Summares:  ywas made possible with Mayo Clinic’s transformer using the semantic

: mapping service of Phast, France in the Trillium Bridge Gateway. The
Trillium Bridge gateway has been implemented in partnership with

eHealthPass, an initiative of Gnomon Informatics.

The Trillium Bridge stand was at the HIMSS Interoperability showcase,
in the Federal Health Architecture area sponsored by the United States
Ofhice of the National Coordinator for Health Information Technol-
ogy. Virginia John of Kaiser Permanente and Giorgio Cangioli, Project
Manager of Trillium Bridge demonstrated the request, retrieval and
transformation of the patient summary of Paolo Cerruti to Karen de
Salvo, National Coordinator for Health Information Technology, who
congratulated the team and expressed interest in the transcoding/transla-
tion details of the patient summary transformation.

The transformer, created by Harold Solbrig in Mayo Clinic on top of
the STS terminology service offered by PHAST in France, transforms
the structure and the value sets associated with specific sections of the
patient summary to make them fit for use, depending on the direc-
tion applied either in the United States or in Europe. The transformer
optionally uses Microsoft Bing to suggest translations to entries that are
not yet mapped.

Zachary Gillen, Director of Technology for Health Information Ex-
change at Kaiser Permanente, presented an introduction to Trillium
Bridge at the Continuity of Care/ HealtheWay booth on Tuesday the
14th of April. In his presentation he explained how the same IHE
profiles and transactions used by Healtheway in Health Information
Exchanges around the United States, with only minor modification can
be used across the Atlantic. Zach also referred to the major hurdles of
exchanging patient summaries across the Atlantic, namely: certificates,
SAML assertions, patient and EU Member state identification in patient
query, as well as document type identification at document query and
retrieval. “Thanks to Trillium” he notes future specification can be more
harmonized and patient summary exchange at least technically, will

be less daunting for companies that wish to develop solutions that can
work on both sides of the Atlantic.
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ics of the Transformer urging developers to pick up the code, use it and
improve it. Then, Alex Berler of Gnomon Informatics, reflected on what
the Trillium Bridge services mean in terms of innovative business models
applicable to global travelers, expatriates and tourists.

On Wednesday May 15, Catherine Chronaki, Henrique Martins and
Alex Betler presented to a Brazilian delegation of CIOs and business
people. In the discussion that followed there were thoughts on further
expanding and elaborating the Trillium Bridge concepts in a project
similar to epSOS for MercoSur and for the Summer Olympics 2016 in
Brazil.

Looking forward to the future, a global patient summary standard could
leverage the highly rewarding EU/US cooperation in Trillium Bridge
that has been open, collaborative and synergistic, prompt and effective,
supported by tools and endorsed by several governments around the
world. Such an achievement would unleash tremendous opportunities
for clinical research, education, as well quality and safety in health care.
In the end, standards are just a measure of our shared understanding,
and interoperability can be a safety net no matter where we live or hap-
pen to be at a certain time on earth!

Many thanks to an amazing transatlantic team!

For more information: www.trilliumbridge.eu ; euofficec@HL7.org
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DeUtSChland fhir’t* / / by Simone Heckmann

Germany celebrates

After watching the development of FHIR® with a mixture of curiosity and
suspicion for quite a while, in the past months, Germany brought forth a
remarkable number of early adopters of HL7’s yet unborn child.

In October 2014 Germany’s HL7 Affiliate, HL7 Deutschland e.V., in-
troduced the new standard to the community by inviting Ewout Kramer
as a guest speaker to its annual meeting in Kassel where his FHIR intro-
duction was received with great interest.




Only a month later, the “FHIR Hack-a-thon” in Amsterdam saw a
group of German implementers from different companies prodding and
poking FHIR Resources.

Around the same time, Health-Comm GmbH (Munich) started proto-
typing a Cloverleaf based HL7 V2/FHIR Integration Engine.

Students of Medical Informatics in Heilbronn/Heidelberg are currently
taking FHIR to the test for the second time.

While last semester’s students analyzed the implications of passing
around patient demographic data from an HL7 V2 system to an Inte-
gration Engine, to a FHIR server, to a FHIR client and all the way back,
in this semester they will evaluate the use of FHIR to support microbi-
ology workflow by prioritizing lab orders whenever patients are being
moved to critical care.

In March, shortly after sharing their insights about the use of FHIR
based Terminology Services on Grahame Grieve’s Blog (www.healthin-
tersections.com.au), Fraunhofer FOKUS demonstrated a FHIR based
portal for the German Electronic Notification System for Infection
Protection (DEMIS) at the “Interoperability Forum” in Berlin.

Both the projects OR.NET (Secure Dynamic Interfacing For Surgery)
and the German Doctor’s Association’s Patient Centered Medication
Plan are currently evaluating the use of FHIR for their purposes.

In the meantime, HL7 Germany moved forward to officially support
FHIR implementers by offering assistance with nationalization and
regionalization via their Technical Committees.

After a major relaunch earlier in April, HL7 Deutschland’s homepage
offers a brand new site giving an introduction to FHIR that will also act
as a landing page for the German community (www.hl7.de/fhir).

The watchblog www.thirabend.de gives an complementary overview
and regular updates on FHIR activities in and around the country.

With both Health-Comm GmbH and Fraunhofer FOKUS presenting
their work at the FHIR Connectathon and AID user group meeting in
May in Paris, Germany keeps up the pace.

HL7 Deutschland e.V. is looking forward to new and exciting FHIR
projects (...and more puns*) emerging in the future and is dedicated to
offer support and guidance to all interested partys.

Simone Heckmann
lechnical Committee Lead “Messaging and V27, HL7 Germany
Health-Comm GmbH, Germany

*The German pronunciation of “Fhir” and “Feier” (= Celebration) are
homonymous.



International HL7
Interoperability Conference

(IHIC) in Prague

The International HL7 Interoperability Conference (IHIC) 2015, excellently
hosted by HL7 Czech Republic with some support of HL7 Austria, HL7 Germany,
and HL7 Switzerland, has been performed from 9-11 February 2015 in the
beautiful Czech capital Prague. This event was the 15th in a series of successful
international conferences addressing the objectives HL7 stands for globally.

IHIC has been inaugurated in 2000 by HL7 Germany with its unfor-
gettable Chair Joachim Dudeck, who organized the first HL7 Inter-
national Affiliates Meeting in Dresden. Since, the meetings have been
realized in Europe, North and South America, Asia and Australia. Many
of us certainly remember the recent venues.

Contrary to HL7 Working Group Meetings where interoperability stan-
dards are specified, the IHIC events are dedicated to share experiences
about national and even cross border implementations of HL7, but also
to evaluate HL7 specifications against alternative solutions, investigate
in standards harmonization as well as future directions and needs, new
principles, methodologies, and tools. By that way, IHIC events address
practitioners and scientists as well.

Contrary to former events, IHIC 2015 has started with a full tutorial
day all attendees could register for free. The tutorial Monday offered 12
tutorials and served 48 attendees in 134 visits. By this way, knowledge
sharing about HL7 and interoperability standards, solutions, method-
ologies and tools should be facilitated.

The THIC 2015 itself has attracted 58 attendees from 14 countries
from Europe, North and South America as well as Asia. Starting with

a Keynote by the CEO of HL7 International, Charles Jaffe, the topics
embraced this year local, regional or national Electronic Health Records
solutions, concepts and frameworks for Smart Interoperability Infra-
structure Services, joint HL7 and IHE implementations at regional and
national level, and traditionally also the session “Show me your CDA”.

The best contributions to IHIC, selected in an independent interna-
tional review process, have been published as Special Issue of the Eu-
ropean Journal for Biomedical Informatics and are available at htep://
bit.ly/1KIHrXj. All the other contributions accepted by the Program
Committee have been included in the IHIC 2015 Proceedings and can
be downloaded at http://bit.ly/1GLKfq. To retain experience presented
in implementation reports, speeches have been recorded and will be
available on the conference website.

After Joachim Dudeck has passed away in 2009, the Joachim W.
Dudeck Award has been established and first awarded in 2011. With
this prize, young scientists are recognized for outstanding achievements

by Libor Seidl and
Bernd Blobel

Recent venues of
IHIC conferences:

Reading (UK),
Melbourne (Aus-
tralia), Daegu
(Korea), Acapulco
(Mexico), Taipei
(Taiwan), Cologne
(Germany), Auck-
land (New Zea-
land), Hersonissos
(Crete, Greece),
Kyoto (Japan), Rio
de Janeiro (Brazil),
Lake Buena Vista
(USA), Vienna
(Austria), and Syd-
ney (Australia)
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in the development and implementation of HL7-based interoperability
solutions and the promotion of the use of HL7 and its harmonization
with other standards. Also this year, an international jury has assessed
the contributions submitted and presented to the IHIC by young
authors. The Joachim W. Dudeck Award winner 2015 is Marten Smits
from Amsterdam, the Netherlands, as responsible author of the submis-
sion “A comparison of two Detailed Clinical Model representations:

FHIR and CDA”. The paper can be found at http://bit.ly/IFDN{S2.

As a specific highlight of the conference, the social event has happened
in the Nebozizek restaurant on the Petfin hill, offering excellent local
food and serving a spectacular view on the old town of Prague as well as
on the Prague Castle.

The attendees of IHIC 2015 expressed unanimously their appreciation
of the event. So we would like to thank the local organizers including

their entire staff, the Charles University Prague as well as Jana Zvérovd
as Editor in Chief of the EJBI for their excellent work.

Ing. Libor Seid| and Prof. Dr. habil. Bernd Blobel

New Affiliate: HL7 Slovenia

HL7 Slovenia affiliate was established at the end of 2014 as a section of
Slovenian Medical Informatics Association (SDMI).

HL7 Slovenia and SDMI address the same medical informatics commu-
nity and see a lot of benefit in close collaboration. The goal of HL7 Slo-
venia is to connect all the stakeholders in the standardization of health
information systems and to promote and facilitate the establishment

of reliable and practically useful national health information standards
(normative documents, regulations, recommendations, etc.) for the ex-
change, management and integration of data that support the treatment
of patients and provision of other healthcare services.

HL7 Slovenia will help to establish flexible and cost-effective condi-
tions, standards, guidelines, methodologies and similar services that
bring interoperability, localization, compatibility and effectiveness of
health information systems and electronic health records (EHRs). In the
year 2015 the survey about national priorities in medical informatics
standards and two local meetings are planned. First meeting planned for
June 2015 will be generally informative and second meeting planned for
October 2015 will be on specific topics based on priorities of survey’s
results.

For more info about HL7 Slovenia see http://www.sdmi.si/sl/hl7.html.

B. Leskosek

Researcher/teacher at Institute of Biomedical Informatics, Faculty of Medi-
cine, Ljubljana

Chair of HL7 Slovenia



HL7 Working Group Meeting

eHealth Week

MIE (Medical Informatics Europe)
MEDINFO 2015

29th HL7 Annual Plenary & Working Group

Meeting

Annual Meeting and National Interoperability
Conference HL7 Germany and IHE Germany

HL7 Training schedule / Developer Days

Standards Summer School Webinars: Introduction
to Clinical Document Architecture

Standards Summer School Webinars: Advanced
CDA

International FHIR Developer Days 2015

Paris, France

Riga, Latvia

Madrid, Spain

Sao Paulo, Brazil

Atlanta, GA, USA

Kassel, Germany

@online

@online

Amsterdam, The
Netherlands
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HL7 Affiliates in Europe

see also http:/fwww.hl].org/Special/committees/internationallleadership.cfm

HL7 Austria
heep://www.hl7 .at
Chair: Stefan Sabutsch

HL7 Greece
heep://www.hl7.org.gr
Chair: Alexander Berler

HL7 Slovenia
Chair: Brane Leskosek EE, PhD

HL7 Croatia
htep://www.hl7.hr

Chair: Miroslav Koncar

HL7 Sweden
Chair: Mikael Wintell

HL7 Italy
htep://www.hl7italia.it
Chair: Stefano Lotti

HL7 Czech Republic
heep:/fwww.hl7.cz
Chair: Libor Seidl

HL7 The Netherlands
htep://www.hl7.nl
Chair: Robert Stegwee MSc, PhD

HL7 Switzerland
heep://www.hl7.ch
Chair: Marco A. Demarmels MD, MBA

HL7 Denmark
Chair: Gitte Meltofte

HL7 Norway
heep://www.hl7.no
Chair: Line Saele

HL7 Turkey
Ergin Soysal MD, PhD

HL7 Finland
heep://www.hl7.fi
Chair: Juha Mykkanen PhD

HL7 Romania
hetp://www.hl7romania.ro
Chair: Florica Moldoveanu

HL7 UK
heep://hl7.org.uk
Chair: Philip Scott PhD

HL7 France
Chair: Nicolas Canu

HL7 Russia
Chair: Sergey Shvyrev MD, PhD

HL7 Germany
htep://www.hl7.de
Chair: Christof Gessner

HL7 Spain
http://www.hl7spain.org
Chair: Francisco Perez
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INTERNATIONAL

HL7 European Office
Square de Mees 38/40
1000 Brussels

Belgium
E-mail: EUoffice@HL7.org
Website: www.HL7.eu

About HL7 International

Founded in 1987, Health Level Seven International (www.HL7.org) is the global author-
ity for healthcare Information interoperability and standards with affiliates established in
more than 30 countries. HL7 is a non-profit, ANSI accredited standards development
organization dedicated to providing a comprehensive framework and related standards
for the exchange, integration, sharing, and retrieval of electronic health information that
supports clinical practice and the management, delivery and evaluation of health services.
HL7’s more than 2,300 members represent approximately 500 corporate members, which
include more than 90 percent of the information systems vendors serving healthcare.
HL?7 collaborates with other standards developers and provider, payer, philanthropic and
government agencies at the highest levels to ensure the development of comprehensive
and reliable standards and successful interoperability efforts.

E-mail: HQ@HL?7.org ® Website: www.HL7.org

HL7 Europe Listserver

If you want to be up to date regarding HL7 Europe, please subscribe to
europe@lists.hl7.org at hl7.org.

Health Level Seven and HL7
are registered trademarks of
Health Level Seven International




