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Glossary
ACIS

Health Knowledge Agency

AQuAS

Agency for Health Quality and Assessment of Catalonia

BHN

Brussels Healh Network

CB

Challenge Brief

CCD

Continuity of Care Document

CCR

Continuous Care Record

CDA

Clinical Document Architecture

CEF

Connecting Europe facility

CMFTTRUSTECH

Central Manchester Foundation Trust

COPD

Chronic obstructive pulmonary disease

CREATE-NET

Center for REsearch And Telecommunication Experimentation for NETworked communities

CSA

Coordination and Support Action

DECIPHER

Distributed European Community Individual Patient Healthcare Electronic Record

DICOM

Format for communication of radiological images and data

E-SAUDE

an evolution of the previous systems IANUS

EC

European Commission

ECS

Emergency Care Summary

EHPPA

European Health Public Procurement Alliance

EHR

Electronic Health Record

EMPATTICS

Empowering Patients for a better Information and improvement of the Communication Systems

EN

Owing to the more literal translation from French/German as European Norms, it is the acronym
which refer to all European Standards
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epSOS

Smart Open Services

ESO

European Standards Organization (The three European Standardization Organizations, CEN,
CENELEC and ETSI are the ones officially recognized as competent in the area of voluntary technical
standardization).

ESPD

European Single Procurement Document

FHIR

Fast Healthcare Interoperability Resources

HC3

Clinical Record of Catalonia

HCEPRO

an evolution of the previous systems IANUS

HCR

Historia Clínica Resumida (HCR)

HL7

Electronic message format for administrative, financial and clinical data.

HMHM

Home and Mobile Health Monitoring

ICD

for medical diagnosis

ICT

Information Communication and Technology

ICU

Intensive Care Unit

IdCAT

a digital identifier released by the Catalan Certificate Agency

ITT

Invitation to Tender

KIS

Key Information Summary (KIS)

KMEHR

KMEHR (Kind messages for electronic health records

LDAP

systems for the authentication of health professionals.

LOINC

for laboratory results.

MHD

mobile access to health documents

NGO

Non-Governamental Organization

OpenEHR

open standard specification in health informatics

OpenID

for patient-oriented applications.

OWASP

Open Web Application Security Project

PCHA

Personal Connected Health Alliance

PCP

Pre-Commercial Procurement
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PCS

Palliative Care Summary

PHC

Personal Health Channel

PHR

Personal Health Records

PHR

Personal Health Record

PPI

Public Procurement of Innovative solutions

PPS

Public Procurement Strategy

PTS

Swedish Post and Telecom Authority

READ

Read Codes are a coded thesaurus of clinical terms. They have been used in the NHS since 1985.
There are two versions: version 2 (v2) and version 3 (CTV3 or v3). Both versions provide a standard
vocabulary for clinicians to record patient findings and procedures, in health and social care IT
systems across primary and secondary care.

SDOs

Standard Development Organizations

SERGAS

Galician Healthcare Service

SMEs

Small and medium-sized enterprises

SNOMED-CT

for clinical terms.

SPICe

Scottish Parliament Information Centre

THALEA

Telemonitoring and Telemedicine for Hospitals Assiste

XCA

XCA is IHE and Cross-Enterprise Document Sharing (XDS) standards compliant and implements the
XDS Document Registry Actor, Cross-Enterprise Document Sharing Actors and Transactions.

XDS

In the field of electronic health records (EHR), Cross Enterprise Document Sharing (XDS) is a system
of standards for cataloging and sharing patient records across health institutions. XDS provides a
registry for querying which patient records are in an EHR repository and methods for retrieving the
documents.

ZZZS

Slovenian health insurance provider

HCDSNS

NHS Electronic Health Record System
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1 Executive Summary
This report provides a landscape analysis and in-depth case studies about the use of Patient Summary related
standards in innovation procurement schemes and initiatives across EU in digital health. An overview of
relevant initiatives in the field in the United States is also described. The overarching goal of such study is
performing an analysis of the way how standards, and specifically Patient Summary standards, are used and
referred to, in procurement notices and documents and understand the main barriers preventing from their
widespread use and adoption as well as formulating recommendations for the concerned stakeholders.
A desk review of the regulatory framework in Europe has been performed with a specific focus on the rules
applicable to public procurement of innovation.
Specific mention is reserved to the support provided by the European Commission to innovation
procurement initiatives and a selection of the most relevant ones to the purpose of this study is proposed,
highlighting per each of them the extent to which the procurers have made reference to some patient
summary related standards.
Furthermore, 14 organizations from different European countries where an ECHAlliance stakeholder
ecosystem is place have been consulted and 8 out of them (covering seven countries and regions in Europe:
Galicia and Catalonia (Spain), Scotland and Wales (UK), Turkey, Slovenia and Belgium) have filled in the
questionnaire providing important insights which are summarized hereafter.
Firstly, all the respondents have been asked about the existence of any common specification for patient
summaries in their own territory and, if any, to describe its main characteristic. All of them have standards
for either Electronic Health Record (EHR), Personal Health Record (PHR) or Patient Summary in place.
However, a variety of configurations and combinations of such instruments has been encountered.
In the second and third sections of the questionnaires, the recipients have been asked to provide information
about the general approach to standards in selected digital health innovation procurement initiatives, which
they recognize as particularly relevant to the aim of the present study, and specify whether (and, if yes, how)
Patient Summary specifications and standards are used or referenced in such initiatives.
Finally, they have been surveyed about the gaps, barriers and potential actions to be undertake to facilitate
standards’ adoption in innovative procurement schemes.
Lastly, the most critical differences between the regulatory procurement framework in EU and US are
stressed and a set of relevant recommendations for all interested stakeholders is provided in view to
overcome the barriers detected by the procurers themselves.
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2 Introduction
The present deliverable is the key outcome of Task 7.3 “Study instruments of innovative procurement for
patient summary standards”.
This task is intended to identify opportunities and barriers to introduce international patient summary
standards in the context of innovative procurement actions in Europe and the United States.
To this aim, firstly, the study provides a preliminary analysis of the legislative framework which is represented
by the relevant regulations for innovative procurement in Europe and in the United States.
Secondly, a desk review of innovative procurement schemes as like as Public Procurement of Innovative
solutions (PPI) and Pre-Commercial Procurement (PCP) and relevant projects and initiatives in the field has
been carried out focusing on how, and to what extent, standards are relevant to these processes and
influence them.
In addition to that and in order to collect hands-on information, key stakeholders leading innovative
procurement schemes have been consulted. The questionnaire distributed to those stakeholders is attached
as Annex 1.
The overall objective of this approach is twofold:
-

to identify the barriers which have prevented, or currently prevent, procurers from specifying a broad
range of standards in these processes;
to gather the suggestions from key experts in the fields to formulate meaningful recommendations
supporting innovative procurement approaches which may be able to encourage adoption of
standards by the industry in order to inspire and promote future innovations.

In this regard, this deliverable is a preliminary step towards the development of D7.6 which will provide
recommendations for a sustainable community of digital health innovation practice.
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3 Methodology
The methodology applied to generate the present report arises from analysis of the insights extracted from
a mixed set of information sources:
-

Desk search: Firstly, we carried out an analysis of the relevant legislative framework for innovative
procurement in Europe and United States.

-

Web search: Secondly, we conducted an exploratory review of current - or recently concluded programmes supporting public procurement of innovation in the digital health sector. An individual
factsheet has been developed for each analysed project or program.

-

Questionnaires: Thirdly, we designed a questionnaire to collect information about the use of
standards (and specifically, where applicable, patient summary standards) in innovative procurement
schemes and projects across Europe (see Appendix 1). The questionnaire has been addressed to 12
selected organizations that are currently running or have recently run an innovative procurement
action in the field of digital health in different European countries.

The key research questions underlying the process of information collection and the design of the
questionnaire itself were:
-

Understanding whether standards (and specifically patient summary standards) are referred to in
relevant innovative procurement documents and processes;

-

Understanding which are the most relevant barriers preventing the promotion of the use of such
standards in innovative procurement processes;

-

Grasping the view of experts to develop a set of recommendations aimed at making procurement of
innovation a vehicle to promote standards’ adoption and, symmetrically and complementarily,
allowing standards to become a driver for innovation.

Once the phase of information collection was concluded, the authors have extracted the most relevant
insights in terms of barriers and proposed measures to overcome such barriers. The findings are reported in
section 5.2.4.
In parallel, a desk review of existing literature about the functioning of public procurement of innovation in
the United States was carried out and presented in section 6 with a view at identifying the potential value of
such instrument to foster the adoption of (International) Patient Summary standards.
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4 The European legislative and policy framework
4.1 The new European directives on Public Procurement
Every year, public authorities in the EU spend around 14% of European GDP on the purchase of services,
works and supplies, thus representing a substantial part of the public investments in our economy. In many
sectors such as energy, transport, waste management, social protection and the provision of health or
education services, public authorities are the principal buyers.
For this reason, it is crucial for Trillium II’s purposes to have a comprehensive view of the current legislative
framework governing the procurement processes, and specifically the procurement of innovation in the
health sector in Europe.
On 26th February 2014, the Council of the European Union and the European Parliament adopted two
directives aimed at simplifying public procurement procedures and making them more flexible. EU countries
had time until April 2016 to transpose the new rules into national law (except with regard to e-procurement
where the deadline was October 2018).
The old directives (directive 2004/18/EC - the ‘classical public sector directive’ - and directive 2004/17/EC the ‘utilities directive’) have been replaced by the following:
•
•

Directive 2014/24/EU on public procurement, and
Directive 2014/25/EU on procurement by entities operating in the water, energy, transport and
postal services sectors.

The new Public Procurement Directives aim at public procurement procedures helping public purchasers to
implement environmental policies, as well as those governing social integration and innovation. In this way
public procurement is becoming a policy strategy instrument and could be a driver for new developments.
The new rules also aim at reducing administrative burden, making it easier for small and medium-sized
enterprises (SMEs) to participate in public tenders, extend the use of e-procurement tools (e.g. e-based
European Single Procurement Document), simplified arrangements for social, cultural and health services,
etc.
Moreover, there is a particular focus on avoidance of conflicts of interest, favouritism and corruption.
In general, the new rules seek to ensure greater inclusion of common societal goals in the procurement
process. These goals include environmental protection, social responsibility, innovation, combating climate
change, employment, public health and other social and environmental considerations.
Although turning the directives into national law has been slow, this modernised legal framework is now in
place in a large majority of Member States.
The Public Procurement Directives refer to:
• the specific obligations of the public contracting entities;
• the various procedures (open, restricted, negotiated) that must be followed to award contracts
(supply, civil engineering works, services);
• the establishment in the European Union (EU) of a system of legal remedies in order to examine
appeals of the contractors.
Public procurement within the meaning of the Public Procurement Directives is the acquisition by means of
a public contract of works, supplies or services by one or more contracting authorities from economic
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operators chosen by those contracting authorities, whether or not the works, supplies or services are
intended for a public purpose.
Those contracting authorities are:
• the State, regional or local, authorities,
• associations formed by one or more such authorities
• bodies governed by public law
Specific rules apply to entities operating in the water, energy, transport and postal services sectors, where
public contracting authorities may exercise directly or indirectly a dominant influence by virtue of their
ownership, their financial participation, or the (legal) governance of the sector.

4.1.1 Consulting the market
The procurement directives specifically allow for preliminary market consultation with suppliers in order to
get advice, which may be used in the preparation of the procedure (Article 40 of Directive 2014/24/EU).
Among the positive changes to point out from this new legal framework it is worth saying that the rules now
explicitly encourage pre-tender market engagement – authorities are advised, subject to certain safeguards,
to go out and talk to suppliers before drafting tenders.
This provides a key opportunity to change attitudes. By engaging early, companies and industry
representatives can encourage authorities to consider more innovative approaches including the available
offerings of SMEs and to consider broader health outcomes.
Moreover, the possibility of establishing a dialogue with the market before publishing the tender documents
allows identification of the proper information on what standards are most relevant to the system.

4.1.2 Award procedures
The new Public Contracts Directive provides for five award procedures, rather than the existing four:
•

the open procedure, under which all those interested may respond to the advertisement in the
Official Journal of the European Union (OJEU) by submitting a tender for the contract;

•

the restricted procedure, under which a selection is made of those who respond to the advertisement
and only they are invited to submit a tender for the contract;

•

the competitive dialogue procedure, under which a selection is made of those who respond to the
advertisement and the contracting authority enters into dialogue with potential bidders, to develop
one or more suitable solutions for its requirements and on which chosen bidders will be invited to
tender. The new Public Contracts Directive provides greater freedom to use this procedure than do
the existing rules;

•

the competitive procedure with negotiation under which a selection is made of those who respond
to the advertisement and only they are invited to submit an initial tender for the contract. The
contracting authority may then open negotiations with the tenderers to seek improved offers. The
new Public Contracts Directive provides greater freedom to use this procedure than the existing
rules.

•

the innovation partnership procedure, under which a selection is made of those who respond to the
advertisement and the contracting authority uses a negotiated approach to invite suppliers to submit
ideas to develop innovative works, supplies or services aimed at meeting a need for which there is
no suitable existing ‘product’ on the market. The contracting authority is allowed to award
partnerships to more than one supplier.
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In certain narrowly defined circumstances the contracting authority may also award a contract using the
‘negotiated procedure without prior publication’. Here the contracting authority would approach one or
more suppliers seeking to negotiate the terms of the contract. One of the permitted circumstances is where,
for technical or artistic reasons or because of the protection of exclusive rights, the contract can only be
carried out by a particular supplier.

4.1.3 Use of standards in public procurement processes
The use of standards plays a crucial role in the effectiveness of any measures for opening-up public
procurement markets and in the realization of consequent economies in the market place while being
determinant in preventing from discriminatory practices in tendering.
Public purchasers have historically tended to rely upon local, or at least, national suppliers. With increasing
frequency over the years, they have therefore followed the trend of increasing use of national standards,
(when available and appropriate standards exist and their quality meets the expectations of public
purchasers), for expressing the details of their technical requirements in specifications and contracts. In this,
they have doubtless been encouraged, to a greater or lesser degree, by their relevant national authorities
and the industry concerned.
It is a principle of the European Community's "new approach" on technical harmonization and standards that
the use of standards is one way to show compliance with the "essential requirements" of European Directives
and Regulations.
However, it is also a principle of the European Community's evolving procurement rules, designed to bring
about the Single Market, that contracting bodies will be obliged to define their technical specifications by
reference to European Standards (EN) (when existing).
Tender documents must permit products conforming to other national or international standards recognized
in a Member State, and offering equivalent guarantees of safety and reliability, to be accepted on an equal
footing. This general rule applies to all public bodies and bodies governed by public law. These include local
authorities, agencies and other bodies where public authorities have some measure of financial or decisionmaking control, whether formally or otherwise.
This implies that the technical specifications used in public procurement should be formulated in one of the
following ways (separate or combined) 1:
1. in terms of performance or functional requirements, including environmental characteristics,
provided that the parameters are sufficiently precise to allow tenderers to determine the subjectmatter of the contract and to allow contracting authorities to award the contract;
2. by reference to, in order of preference:
a. national standards implementing ENs
b. European Technical Assessments
c. common technical specifications ((specifications drawn up by a procedure recognised by the
Member States for uniform application in the Member States and published in the OJEU)
d. international standards
e. other technical reference systems established by the ESOs
f. national standards, national technical approvals or national technical specifications relating
to the design, calculation and execution of the works and use of the supplies;

1

European Committee for standardization, Guidance document on ‘Public Procurement’, June 2016
(https://boss.cen.eu/reference%20material/Guidancedoc/Pages/PublicProcurement.aspx).
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and always allowing for the use of an equivalent reference.
If a contracting body decides to describe its technical specifications through option a, it should not reject a
tender that complies on the basis of option b, and vice versa.
This underlines the importance of the role ENs have in the process. Actually, when an EN is available, a
derogation from the obligation to refer to this EN is permitted only in some specific cases:
•
•
•

the innovative nature of the project makes the use of products covered by the EN not appropriate;
the EN does not include provisions for establishing conformity, or if technical means to do this do
not exist;
using the EN, the contracting authority would be obliged to:
buy products incompatible with equipment already in use;
pay a disproportionate cost;
or encounter disproportionate technical difficulties.

When it comes specifically to the healthcare sector, although the new European legislation supports the
principle that the use of standards is and should remain voluntary, the digital health European stakeholder
community recognises that procurement of eHealth systems and services is often more complicated than
traditional procurement.
In order to leverage all the benefits of the new legislative framework and its enhances flexibility, making use
of public procurement not only for purchasing purposes but as an influential policy strategy instrument, there
is a pressing need to foster interoperability between systems and devices as well as scalability of digital health
solutions through standards adoption in procurement processes.
Thus, even though the purchasers may consider or not including in the tender documents what standards to
be used and what functional requirements are needed for updating the system when the standards are
changed, it is recommended that “standards, which are critical for daily operation of the systems, should be
requirements where the vendor cannot make reservations”2.

4.2 The new EC Public Procurement strategy
In spite of its undoubted benefits, the transposition of the new Directives in national laws (that in several
countries is still ongoing) resulted in a very heterogeneous quality of public procurement rules and
regulations up until 2017.
Moreover, the European Commission identified many specific areas where improvements in the national
public procurement landscape would still contribute decisively to competitiveness and efficiency gains.
Also, Member States are not using to their full extent the possibilities of public procurement as a strategic
tool to support sustainable, social policy objectives and innovation.
As an answer to those concerns, the European Commission launched its Public Procurement Strategy3, that
has been adopted in October 2017 (and whose impact is yet to be assessed).
The Strategy aims to improve EU public procurement practices in a collaborative manner by working with
public authorities and other stakeholders. It focuses on six strategic policy priorities:
2

eStandards H2020 project, Deliverable D6.2: How to improve acceptance and recognition of the importance of
standards by improving the user/vendor dialogue, June 2016 (http://www.estandardsproject.eu/eSTANDARDS/assets/File/deliverables/D6_2-How%20to%20improve%20acceptance.pdf).
3
European Commission Communication COM(2017) 572 final, Making Public Procurement work in and for Europe,
October 2017.
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1. Ensuring wider uptake of innovative, green, and social procurement: 55% of procurement procedures
use lowest price as the only award criterion for public contracts. This indicates that public buyers are
probably not paying enough attention to quality, sustainability and innovation. To support the
further uptake of strategic procurement, the Commission will update and issue new guidance
documents and promote the exchange of good practice, including in strategic sectors, such as
healthcare and IT.
2. Professionalising public buyers: Public buyers often lack the necessary business skills, technical
knowledge or procedural understanding for effective public procurement. Thus, the Commission has
issued a Recommendation4 encouraging EU countries to take steps to ensure buyers have the needed
skills, knowledge and integrity.
3. Increasing access to procurement markets: Procurement should be made more accessible for
companies, in particular small and medium-sized enterprises (SMEs). Currently, SMEs win only 45%
of the value of public contracts. EU companies wanting to bid on public tenders abroad also face
many barriers in accessing non-EU markets. The Commission will help SMEs by enhancing
transparency, digitalising processes and improving strategic procurement. It also aims to improve
EU businesses’ access to non-EU markets through trade agreements.
4. Improving transparency, integrity and data: Improved and more accessible data on public
procurement will make it possible to better assess the performance of procurement policies,
optimise the interaction between public procurement systems, and shape future strategic decisions.
The Commission advocates for setting up publicly accessible contract registers and enabling the
reporting of corruption.
5. Boosting the digital transformation of procurement: The digitalisation of public procurement is slow.
In 2016, only four EU countries relied on digital technologies for all the major steps of the
procurement process. The Commission aims to improve the use of e-procurement tools such as
eCertis, the European Single Procurement Document (ESPD), and European standards for eInvoicing.
6. Cooperating to procure together: Contracting authorities are rarely buying together – only 11% of
procedures are carried out through cooperative procurement. This is a missed opportunity as buying
in bulk can result in better prices and higher quality goods and services. It can also help contracting
authorities exchange know-how. The Commission aims to promote joint cross-border public
procurement and support training on SME friendly policies. This will help buyers work together, learn
from each other, and ensure better value for money. In the healthcare sector some initiatives have
been already launched as like as the European Health Public Procurement Alliance (EHPPA)5.
With a specific eye into the digital health sector, even though not explicitly mentioned in the EC
Communication, it is worth stressing that the overall Public Procurement Strategy (and especially the sixth
priority, i.e. the aggregation of purchasing) would definitely benefit from a massive use of standards, and
specifically standards related to cross border exchange of shared patient data such as the international
patient summary standards Trillium II seeks to promote.

4

European Commission Recommendation (EU) 2017/1805 on the professionalisation of public procurement, Building
an architecture for the professionalisation of public procurement, October 2017.
5
http://www.ehppa.com.
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5 Innovative procurement instruments in the European health sector
Literature is abundant on the role that public procurers can endorse as public funders. Specifically, with
reference to the capacity of public procurement to drive innovation, it is widely shared that “public procurers
can facilitate innovation diffusion by becoming early adopters, risk-taking organizations, or entrepreneurial
public agents (...), acting as lead users (...) and contributing to building an environment that is sympathetic
to innovation and the generation of lead markets”6.
On the basis of this principle, a set of instruments and schemes to foster public procurement of innovation
is supported by the European Commission in order to accelerate the modernization of public services while
opening market opportunities for companies in Europe.
Horizon 2020 (as well the former Framework Programme) provides EU funding to start innovation
procurement actions in different fields. Specifically, those funded under the umbrella of the Societal
Challenge ”Health, demographic changes and wellbeing” have demonstrated to be highly valued instruments
by procurers across all Europe also because of the notable financial support that can amount to 90% of the
overall project budget. This funding is targeted at potential buyers of innovative solutions: groups of public
procurers, possibly together with other types of procurers that are providing services of public interest and
have similar procurement needs (e.g. private, NGO procurers).
Two complementary types of innovation procurement are supported by Horizon 2020:
•

•

Pre-Commercial Procurement (PCP) can be used by procurers when there are no near-to-the-market
solutions yet that meet all the procurers' requirements and new R&D is needed to get new solutions
developed and tested to address the procurement need. PCP can then compare the pros and cons of
alternative solutions approaches and de-risk the promising innovations step-by-step via solution
design, prototyping, development and first product testing. PCP is a public procurement of R&D
services that does not include the deployment of commercial volumes of end-products (see PPI for
the latter).
Public Procurement of Innovative solutions (PPI) can be used by procurers when challenges of public
interest can be addressed by innovative solutions that are nearly or already in small quantity on the
market. PPI can thus be used when there is no need for procurement of new R&D to bring solutions
to the market, but a clear signal from a sizeable amount of early adopters/launch customers that
they are willing to purchase/deploy the innovative solutions if those can be delivered with the
desired quality and price by a specific moment in time. A PPI may still involve conformance testing
before deployment.

PCP and PPI are indeed complementary instruments in the phased approach to public procurement of
innovation that the European Commission intends to support (see figure 1). They support the different roles
that the procurers are expected to play in the different steps of the innovation chain:
•

•

In PCP schemes, European funding is intended to steer the development of new solutions towards
concrete public sector needs, whilst allowing procurers to compare/validate alternative solution
approaches from various vendors and enabling new players to prove themselves against established
ones;
In PPI schemes procurers are acting as launching customer / early adopter / first buyer of innovative
commercial end-solutions newly arriving on the market.

6

Chicot, J., Matt, M., (2018) ‘Public procurement of innovation: a review of rationales, designs, and contributions to
grand challenges', Science and Public Policy, doi: 10.1093/scipol/scy012
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The complementarity of the two funding streams has encouraged several consortia that have successfully
applied for a PCP to submit also an application to a PPI afterwards.
This creates a virtuous process that is particularly valuable in the digital health sector where there is an
increasingly wide and varied number of research and innovation projects that carry out the development and
piloting of new solutions which is not subsequently backed by a plan for deployment and diffusion of the
newly developed services and products.

Figure 1. Overview of the process of public procurement of innovation

Horizon 2020 provides different types of support for procurers:
•
•

Coordination and Support actions (CSA) support coordination and networking activities for groups of
procurers to investigate the feasibility and/or prepare the ground for concrete future innovation
procurements. CSA grants do not provide EU co-financing for an actual procurement.
PCP or PPI actions co-finance both the procurement cost for groups of procurers to buy the research,
development and validation (PCP) or deployment (PPI) of innovative solutions as well as coordination
and networking costs to prepare, manage and follow up such procurements.

In the next section we analyse a selection of relevant PCP and PPI actions funded by the European FP7 or
H2020 programmes with a specific focus on the use they make of standards.

5.1 Relevant European projects
The present section contains a review of selected relevant European projects supporting PCP actions in digital
health domain.
We decided to concentrated on PCPs only since they are the ones which are supporting the research and
development until the step before large deployment and commercialization, thus it is in their frame that
standards (if any) are set and enforced to a different degree and extent.
The authors have analysed 7 actions and created an individual fiche per each of them highlighting the most
relevant information, namely title, duration, organizations involved, scope and status of the procurement
scheme and reference to standards in the tender documents.

5.1.1 EU funded Pre-Commercial Procurement (PCP) actions
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Project title

DECIPHER Project (Distributed European Community Individual Patient
Healthcare Electronic Record)

Website

http://www.decipherpcp.eu/

Duration

From 2012-02-01 to 2017-03-31, closed project

Coordinating entity

Agència de Qualitat i Avaluació Sanitàries de Catalunya (AQuAS)

Involved public
procurers

ESTAV CENTRO (Ente per i Servizi Tecnico-amministrativi di Area Vasta Centro)
(ITALY), TICSALUT (SPAIN) and CMFT-TRUSTECH (Central Manchester
foundation Trust) (UK).

Objective

The project challenges the industry to develop mobile solutions that enable
secure cross-border access to existing Personal Health Records (PHR) and
efficient and safe medical care of mobile patients in EU member states. These
solutions should be of special interest in the management of patients with
chronic diseases or unplanned care episodes.

Status

All procurement activities have been conducted by the Procuring Entity as a
single procuring entity. The Procuring Entity is the Agència de Qualitat i
Avaluació Sanitàries de Catalunya (AQuAS), a public agency attached to the
Health Department of the Regional Government of Catalonia (SPAIN), which
was purchasing on behalf of the three procurers.
The project is now concluded and all the 4 Phases foreseen in the PCP process
are completed (Phase 0: Initial Selection, Phase 1: Solution Design Selection,
Phase 2: Prototype Development Selection and Phase 3: Proof of concept).

Use of standards in
tender documents

The tendering procedure has been regulated by the provisions contained in this
Invitation to Tender (or "ITT") as well as in the DECIPHER PCP Challenge Brief
(or "CB").
The CB is a document describing the identified needs and the problems to
solve, the business case, a qualitative definition of the business model, the
state of the art and finally the initial definition of the functional and technical
specifications to address through the DECIPHER competitive procurement
procedure. This document has been updated during the 4 Phases.
As part of the updates of the CB, Bidders have been provided with a test
environment and a detailed document describing the interoperability and
authentication standards to make use when working with the test environment.
As per the file interface, the DECIPHER Service had either to support reading
and writing of files conforming to the Continuity of Care Document (CCD)
standard7 or propose alternative standard-based structures to use. The
DECIPHER Service may support multiple file formats.

7

HL7 Implementation Guide: CDA Release 2 – Continuity of Care Document (CCD). http://www.hl7.org.
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As per the PHR interface, the DECIPHER Service was required to support
exchange of personal health information conforming to the Continuity of Care
Document (CCD) structure.
Thus, in this PCP procedure, specific standards are clearly stated as minimum
requirements that the vendors must comply with even though there is still the
possibility to offer equivalent standards-based solutions.
Link to tender
documents (if
available)

https://contractaciopublica.gencat.cat/ecofin_pscp/AppJava/portalfileretrievin
g.pscp?reqCode=retrieveFile&docHash=a5524456ae4fdd1b0fd441536c8121c4
&fileId=8894953&capId=206757&idTS=6472220

Project title

SILVER - Supporting Independent LiVing for the Elderly through Robotics

Website

www.silverpcp.eu

Duration

From 2012-01-01 to 2016-08-31, closed project

Coordinating entity

The Technology Strategy Board, United Kingdom

Involved public
procurers

City of Eindhoven, City of Odense, City of Oulu, City of Stockport, City of Vantaa,
City of Västerås and Region of Southern Denmark.

Objective

As people get older, they face increasing risk of some severe condition that will
affect their ability to continue living independently at home. The SILVER project
searched for new technologies to assist elderly people in their everyday lives.
By the use of new robotics based technologies, the elderly can continue
independent living at home even if they have physical or cognitive disabilities.

Status

The PCP process has been executed in three phases, ending in March 2016. The
resulting prototypes are to be tested in all partnering countries: Denmark,
Finland, Sweden, the Netherlands and the United Kingdom.
Up to 8 companies participated in Phase 1: Solution Design (budget up to
350.000 EUR, duration 6 months), up to 4 companies in Phase 2: Prototype
development (budget up to 720.000 EUR, duration 1 year) and up to 3
companies in Phase 3: Pre-Commercial small scale product/service
development (budget up to 1.080.000 EUR, duration 1 year).

Use of standards in
tender documents

No standard is referenced in the Challenge Brief (i.e. the document detailing
the requirements to participate in the first phase of the tender procedure).

Link to tender
documents (if
available)

https://www.silverpcp.eu/public/wp-content/uploads/2013/03/SILVER_01Invitation-to-tender.doc.pdf
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Project title

THALEA Telemonitoring and Telemedicine for Hospitals Assisted by ICT for Life
saving co-morbid patients in Europe As part of a Patient personalised care
program of the EU

Website

http://www.thalea-pcp.eu/

Duration

From 2013-11-01 to 2016-10-31, closed project, THALEA 2 followed (still open)

Coordinating entity

Uniklinik RWTH Aachen, Germany

Involved public
procurers

The procurers are 5 university hospitals: University Hospital RWTH Aachen
(Germany), Oulu University Hospital (Finland), Parc Tauli Sabadell University
Hospital (Spain), Maastricht University Medical Center (The Netherlands) and
East Limburg Hospital (Belgium).

Objective

THALEA enabled Intensive Care Units to improve the care for acute lifethreatened patients by telemedicine and telemonitoring. Within the Thalea
project, an ICU telemedicine system is developed using pre-commercial
procurement (PCP).

Status

The PCP process has been concluded and the THALEA 2 (PPI) project has been
launched and it is now in the phase of launching an open market consultation in
September 2018 (Prior Information Notice available here:
https://ted.europa.eu/udl?uri=TED:NOTICE:69348-2018:TEXT:EN:HTML).

Use of standards in
tender documents

No specific reference has been encountered in the available documents in
terms of standards to comply with.
However, there is a mention of ’standards as an objective’ since Thalea was
meant to create a technologically advanced cockpit for remote support and
advice for various ICUs, thus having as one of its primary objectives the
standardization of ICU-registry.

Link to tender
documents (if
available)

N/A

Project title

NYMPHA-MD - Next Generation Mobile Platforms for HeAlth, in Mental
Disorders

Website

http://www.nympha-md-project.eu/

Duration

From 2014-01-01 to 2017-09-30, closed project

Coordinating entity

CREATE-NET (CENTER FOR RESEARCH AND TELECOMMUNICATION
EXPERIMENTATION FOR NETWORKED COMMUNITIES), Italy
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Involved public
procurers

REGION HOVEDSTADEN (Denmark), CORPORACIO SANITARIA PARC TAULI DE
SABADELL (Spain), PROVINCIA AUTONOMA DI TRENTO (Italy), FUNDACIO PARC
TAULI (Spain).

Objective

NyMPHA project defined a PCP framework for the provision of next generation
services advocated for mental health treatment with a special focus on bipolar
disorder based on the use of new technologies, open standards and open
platforms. In particular, NyMPHA focuses on a first instance in identifying the
different requirements involved in the structuring of mental health services
with a focus on bipolar disorder treatment including medical, technological,
patients, legal, ethical, policy, risk management and business-orientation needs
in order to construct a reference model of service provisioning useful in
different European contexts.

Status

All the three phases have been completed.

Use of standards in
tender documents

References to standards are present in the technical specifications as follows:
As per user interface: ‘Interfaces should consider accessibility standards’.
Moreover, it is stated as a minimum requirement that the bidders must
‘provide a UAT plan using a standard methodology (e.g. IEEE 829) for the user
interfaces’.
As per interoperability: bidders need to explicitly document a clear description
of how international or European standards (e.g. HL7) will be adopted in the
solution’, although no specific standard is mentioned.

Link to tender
documents (if
available)

http://www.appalti.provincia.tn.it/bandiappalti/pagina11571.html

Project title

UNWIRED Health

Website

http://www.unwiredhealth.eu/

Duration

From 2014-01-01 to 2016-04-30, closed project

Coordinating entity

TIC Salut Social Foundation (Spain)

Involved public
procurers

TIC Salut Social Foundation (Spain), NHS 24 (Scotland), Region SYDDANMARK
(Denmark)

Objective

The services procured through this project include the development of:
•
•

An App to improve the coverage of vaccination.
An App to train the patients with cardiac stops focusing on the
education, motivation, remote supervision and other functions such as
the integration and coordination of the proportionate attention for a
hospital and the primary care doctor.
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Status

All Phases of the PCP process have been completed.

Use of standards in
tender documents

Tender documents are no longer available for public consultation.

Link to tender
documents (if
available)

N/A

Project title

ProEmpower - Procuring innovative ICT for patient empowerment and selfmanagement for type 2 diabetes mellitus

Website

https://proempower-pcp.eu/

Duration

From 2016-10-01 to 2020-03-31, ongoing project

Coordinating entity

Ministry of Health of Turkey (empirica GmbH financial coordinator)

Involved public
procurers

ProEmpower is a H2020 PCP project coordinated by Ministry of Health of
Turkey, which is also the lead procurer. Other procurers are Murcia Health
Service Spain, Servicos Partilhados do Ministerio de Saude (the Health
Ministry‘s central purchasing and IT authority) Portugal, and Societá Regionale
per la Sanitá S.p.A. (So.Re.Sa), a regional purchasing body and procurer
aggregator of Campania Region of Italy.

Objective

Public procurers in ProEmpower aim to procure a disease self-management
solution to help meet the imminent threat of a diabetes epidemic. ProEmpower
will make person-centred care reality - giving the patient the steering wheel for optimal health outcomes. Early detection, personal decision support, self
management and peer support are to be delivered from a platform with full
interoperable and secure access to the necessary devices and health records.

Status

Suppliers will be rigorously evaluated after each of the four procurement
phases, comprising (I) an open market consultation supported by the European
eHealth Competition, (II) specification of architecture and system aligned to
requirements of patients, peers and providers, (III) prototype development and
testing with end-users and (IV) effectiveness proven in a trial with 200 patients
and 40 professionals.
At the present moment, Phase I and II have been completed.

Use of standards in
tender documents

In the Challenge Brief it is specified that ’the ProEmpower solution shall be able
to exchange information (read and write data) with the systems of the
procurers’. These include an EHR and a PHR system for the Turkish, Italian and
Portuguese procurers, whilst a EHR only for the Spanish one. Each system is
then described in detail
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Moreover, specific references to standards are made in the FAQs collecting all
the questions raised by the bidders and the answers provided by the procuring
entity:
- As for security requirements, a security profile is to be developed which
can be certified according to Common Criteria for Information
Technology Security Evaluation (ISO/IEC 15408).
- As for sensors, any used sensors should comply with international
standards like IEEE 11073 PHD. To the extent that other international
standards apply to devices proposed in the tenderer's solution, those
standards should be complied with. Applicable standards and the
intention to comply should be clearly stated in the Tender Application.
Link to tender
documents (if
available)

N/A

Project title

EMPATTICS

Website

EMpowering PAtients for a BeTTer Information and improvement of the
Communication Systems

Duration

From 2016-02-01 to 2019-04-30, ongoing project

Coordinating entity

Health Knowledge Agency (ACIS), Galician Health Ministry, Spain

Involved public
procurers

Health Knowledge Agency (ACIS), Galician Health Ministry (Spain), Central
Denmark Region (Denmark), Servicio Aragonés de Salud (Spain) and Île deFrance (France).

Objective

The European pre-commercial procurement EMPATTICS (EMpowering PAtients
for a beTTer Information and improvement of the Communication Systems)
project has launched its call for tender to find suppliers who can develop and
test innovative ICT solutions for patients with chronic diseases which provide
self-management tools on adherence to their care plan and acknowledgement
of their disease in order to increase their empowerment and management of
life

Status

First, an Open Market Consultation has been carried out until December 2016.
Secondly, Phase 1 (solution design) call for tenders has been launched. The
successful applicants received funding to carry out feasibility studies / solution
development projects, lasting 5 months from its formalisation, from 1st
November 2017 to 31th March 2018. So now, the Phase 2 (prototyping) is
ongoing. After that the Phase 3 (validation and testing) will conclude the
process.
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Use of standards in
tender documents

Link to tender
documents (if
available)

The Tender Specifications include a section titled “Compliance with usability
and interoperability requirements” which include a detailed explanation of the
“requirements regarding ICT standards that have to be observed in the
development of the solution”:
1. Technical frameworks of integration and systems architecture:
• IHE should be used as an implementation guide in the profiles that are
applicable to the standard (www.ihe.net) or any other recognised
technological framework that may be applicable. In this regard, the
requirements of EU 2015/1302 of 28 of July 2015, and updates thereof,
as well as new standard references which may appear during the
project, should be taken into account.
• Continua Alliance standards should be applied for personal health
devices integration.
2. Messaging and data exchange standards:
• HL7: Electronic message format for administrative, financial and clinical
data.
• DICOM: Format for communication of radiological images and data.
• ASTM: Electronic message format for the field of Laboratory
Information Systems.
3. Semantic and terminology standards:
• SNOMED-CT for clinical terms.
• LOINC for laboratory results.
• ICD for medical diagnosis (ICD-9-MC, ICD10).
4. Clinical Document Standards:
• CCR (Continuous Care Record) provides a standard format for
communication among health professionals which includes: patient
identification information, medical history, medication, allergies, and
recommendations for the healthcare plan.
• CDA (Clinical Document Architecture): exchange standard for clinical
documents, such as discharge reports, evolutionary reports, etc.
• CCD (Continuity of Care Document): project between HL7 and ASTM
which represents the CCR data in an XML CDA.
5. Standards for user authentication:
• OpenID for patient-oriented applications.
• LDAP systems for the authentication of health professionals.
http://empattics.eu/test/wp-content/uploads/2017/09/EMPATTICS-TenderSpecifications-and-Annexes_20170901.zip

5.2 Consultation of relevant stakeholders
The questionnaire enclosed to the present report is built with the purpose to investigate the use of standards
- and specifically patient summary related standards - into the schemes and projects promoting public
procurement of innovation. It is structured in 4 sections:
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1) The first one is aimed at providing introductory information about the status of Patient Summaries
in the respective country/region
2) The second one is about general information regarding the innovative procurement scheme (or
schemes) you think are most relevant to this analysis
3) The third one is intended to learn about the approach to standards adopted in the mentioned
procurement scheme/s
4) And finally the fourth one is more specifically intended to investigate whether and how relevant
specifications or standards about patient summaries are addressed or referred to in your innovative
procurement scheme/s.
Due to the very few existing experiences of countries or regions that already have international patient
summary specifications or standards in place, the analysis is extended also to national ones. The main goal is
to understand which are the current approaches (if any) as well as the barriers which are preventing from
the inclusion of standards in innovative procurement schemes and which actions may be undertaken by the
Standard Development Organizations and the other involved stakeholders to promote the role of standards
as drivers of innovation.
14 organizations from different European countries where an ECHAlliance stakeholder ecosystem is place
have been consulted and 8 out of them (covering seven countries and regions in Europe8) have filled in the
questionnaire providing important insights which are summarized hereafter.

5.2.1 Patient Summary status in the respondent countries or regions
Firstly, all the respondents have been asked about the existence of any common specification for patient
summaries in their own territory and, if any, to describe its main characteristic. All of them have standards
for either Electronic Health Record (EHR), Personal Health Record (PHR) or Patient Summary in place.
However, a variety of configurations and combinations of such instruments has been encountered.
There is a large number of reviews of the current status of Patient Summaries across Europe9, thus we are
keeping this section concise and concentrating the attention on the core topic of the analysis which is the
use of such standards in innovation procurement.
As for Spain the standard format and content of the Patient Summary (Historia Clínica Compartida) is
established at national level: both Catalonia and Galicia are implementing the Patient Summary structure
defined by the Spanish National Ministry of Health in the National project for EHR sharing10. The strategic
approach put forward in the functional design of the NHS Electronic Health Record System (HCDSNS system)
– which at the moment it covers the 77,36% of the population - does not include access for professionals and
citizens to all the existing contents in the health records held by the regional authorities, but only to those
data sets that are relevant from a clinical standpoint, as they summarise the essence of a citizen's health
records. Such data sets include: Patient Summaries, known in Spain as Historia Clínica Resumida (HCR),
Primary Healthcare Reports, Emergency Room Reports, Discharge Reports, External Surgery Reports, Nursing
Care Reports, Laboratory Test Results Reports, Imaging Test Results Reports, Results of other Diagnostic
Tests. Specifically, within this system the Patient Summary is covering a smaller part of the NHS users (62,69
%) and it is activated when the regions specifically demand for it. Up to now 15 out of 18 regions have
8

Galicia and Catalonia (Spain), Scotland and Wales (UK), Turkey, Slovenia and Belgium.
https://ec.europa.eu/digital-single-market/en/news/international-patient-summary-policy-deploymentcompetencies-and-standards.
10
https://www.mscbs.gob.es/organizacion/sns/planCalidadSNS/docs/HCDSNS_English.pdf.
9
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required it11. Further details about the Spanish (and specifically the Catalonian experience) are provided in
section 5.2.3 below.
This is also the case for Turkey, where the standards for the EHR and Patient Summary are provided in the
national e-Nabız portal12, which is the patients’ point of access to the following services and information:
Visit Records and details; Radiologic Images and Reports; Diagnosis; Lab Results; Prescriptions and
medications; Allergy management; Health Reports; Appointments; Emergency Notes; Documents;
Immunization dates; Organ Donation; Blood Donation. All systems are connected to the EHRs with real-time
data feed. EHRs are connected to the system with XML web service. Data is sent in accordance with SOAP
1.1. Interestingly, although not directly kept in the system, integration is possible with vaccination tracking
system, tele-radiology system which accesses radiological images, Central Doctor Appointment System, and
112 Emergency Applications13. Turkish Ministry of Health’s main experience with innovation procurement
and the way they approach standards in there is represented by the currently ongoing PROEMPOWER PCP
which is described in the corresponding fiche above.
Similarly, Slovenia also has a national Patient Summary in place which is accessible to the patients. Its
specifications have been established in the Slovenian eHealth Project (2008-2018) that has led to the
development and implementation of the overall ehealth nationwide architecture.
The UK is different. There is no specification for Patient Summary at country level. Healthcare in the UK is
provided in each home nation: England, Northern Ireland, Scotland and Wales each manage their own
healthcare systems. As a result, variations in policy and priorities exist.
Specifically, in Scotland the design and implementation of ECS began in 2004. It is a single, national ICT record
system that contains key information from GP records concerning demographic, medication and allergy
information. This initial dataset has been gradually expanded and complemented with other information
sources14. The Emergency Care Summary (ECS) Summary Management screen currently includes: (i)
Emergency Care Summary (ECS) – ECS provides up to date information about allergies and GP prescribed
medication for use in care contexts where clinicians do not have access to the core GP record; (ii) Key
Information Summary (KIS) – KIS is an extension to the ECS. It provides additional data to ECS for use in care
contexts where clinicians do not have access to the core GP record; (iii) Electronic Palliative Care Summary
(PCS) – PCS is a method of recording information regarding the palliative and end of life needs of a patient
for use in care contexts where clinicians do not have access to the core GP record15.
As for granting access to the Patient Summary to the patients, this is possible but still limited in terms of
population coverage. The respondents report that only NHS Greater Glasgow and Clyde operate a web
application and digital health and care platform which can deliver the ECS dataset to citizens. This is currently
available to a very small set of users. The web application connects to the platform via a HL7 FHIR API. The
platform holds a copy of the ECS in a Person Held File database (also based on HL7 FHIR). This copy is

11

Ministerio de Sanidad Consumo y Bienestar Social, Sistema HCDSNS Historia Clínica Digital del Sistema Nacional de
Salud,https://www.mscbs.gob.es/profesionales/hcdsns/contenidoDoc/WEB_Informe_de_Situacion_HCDSNS_Julio_20
18.pdf, Informe de Situación, Julio 2018.
12
https://enabiz.gov.tr.
13
PROEMPOWER PCP (H2020 GA no. 727409), “Procuring innovative ICT for patient empowerment and selfmanagement of type 2 diabetes mellitus”, Challenge Brief.
14
The Scottish Parliament Information Centre (SPICe), eHealth in Scotland, Briefing, 15 Feb 2013,
http://www.parliament.scot/ResearchBriefingsAndFactsheets/S4/SB_13-10.pdf.
15
Vision 3, Emergency Care Record User Guide, 2014,
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maintained by an integration engine that collects the dataset from the original ECS system. The ECS system
provides its own web service API for that purpose.
The development of ECS standards is supported by the Primary Care Directorate within Scottish Government.
Moreover, the ECS store is compliant with NHS Scotland security standards. hours services, A&E and NHS24.
Information is held on the ECS in a secure database, the ‘ECS Store’ to professional standards of IT security,
guided by the Data Protection Act and relevant professional guidance16.
IIn Wales there is no Patient Summary in place yet, although different workstreams are progressing in this
direction as well as towards the expansion of the information that is made accessible to the patients through
thier Personal Health Record – currently limited to the data introduced by the GPs in their EHR.
Lastly, The case of Belgium is sagain different. The common specification used in Belgium for sharing Patient
Summary is called KMEHR (Kind messages for electronic health records). KMEHR communication and
messaging protocols thus apply at country level. This specification is only used in Belgium. Belgium is divided
in 3 different regions (Brussels, Flanders and Wallonia) which are each responsible for organizing the sharing
of medical data in their own region. A Metahub system on the federal level is responsible for interconnecting
the regional health networks called Hubs.
However, the specific experience of Brussels region witnesses the increasing awareness of the importance
of using international standards in technology (HL7). That is the reason why the non-profit organization
named Abrumet has opted for a hybrid technology system that meets both the Belgian and the international
requirements for e-health connections. The projects are respectively called Brussels Health Network and
Brusafe+. The scope of Brusafe+ within the CEF project is twofold:
•
•

In Belgium, being able to read a patient summary originating from another European country
In another country, being able to read a patient summary originating from Belgium.

5.2.2 Relevant insights from selected innovation procurement initiatives
In the second and third sections of the questionnaires, the recipients have been asked to provide information
about the general approach to standards in selected digital health innovation procurement initiatives, which
they recognize as particularly relevant to the aim of the present study, and specify whether (and, if yes, how)
Patient Summary specifications and standards are used or referenced in such initiatives.
It is worth saying that the findings obtained from this questionnaire cover a wider scope than the European
funded PCP schemes only which were the subjects of the previous chapter. In this case, the respondents
themselves are proposing the relevant initiatives which deserve attention and this resulted in both EU funded
and national and regional backed scheme which the country or region carries out with own resources.
Galicia: The Patient Summary is generated online and provided by the application named IANUS, the Regional
implementation of the EHR. This PS is provided to the Regional patient portal application, called e-Saúde
(60.000 users)17. As said above the PS is implemented following the specification of the Spanish National
Ministry of Health in XML. It is a specific definition, although it has been based in epSOS project clinical
document definition.
16

Morris, Libby & Brown, Colin & Williamson, Marysia & Wyatt, Jeremy. (2012). The Scottish Emergency Care
Summary-an evaluation of a national shared record system aiming to improve patient care: Technology report.
Informatics in primary care. 20. 41-9. 10.14236/jhi.v20i1.46.
17
https://esaude.sergas.es.
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In the case of Galicia, the innovation procurement initiative selected for its relevance is a regionally funded
key project aimed at implementing a new model of EHR that allows integration of primary healthcare and
hospital care under the same information structure. This is expected to contribute to improve healthcare of
Galician population, to optimize public services (healthcare is a public service in Galicia for 95% of the
population), to foster innovation and competitiveness in companies, mainly in SMEs.
For its strategic purposes the Galician Healthcare Service is the promoter and managing entity of the
innovation procurement process (which is not backed by H2020 funds). Though, it is important to stress that
the current solution of EHR system is called HCEPRO, an evolution of the previous systems IANUS. It has been
procured using Public Purchase of Innovation funded using ERDF OP 2007-2014 under the program InnovaSaúde of the Galician Healthcare Service. Similarly, the current solution of Patient Portal system is called ESAUDE, again an evolution of the previous systems IANUS, has been procured using Public Purchase of
Innovation funded using ERDF OP 2007-2014 under the program Innova-Saúde of the Galician Healthcare
Service.
The respondent confirms that there is a specific section on the procurement document dedicated to
standards. It is a compulsory requirement that any implementation of the system should be done according
to existing standards which are explicitly named in the specifications: HL7, DICOM, IHE, SNOMED-CT, ICD-10,
ICPC, and others18. Moreover, such compliance is thoroughly integrated in the evaluation technical criteria,
although creation of new standards is also fostered whereas the companies detect and report when they find
that a new feature cannot be implemented using existing standards.
Regarding the willingness of implementing International Patient Summary standards, Galicia is fully on track
in this regard since both Galicia and Spain at a national level are involved in a Common European Facilities
funded initiative to share PS and electronic prescriptions. Thus, SERGAS will define a tender for
implementation of the European Standards for PS on the newly developed system HCEPRO.
Slovenia: In Slovenia, ZZZS is the sole compulsory health insurance provider and during the SUSTAINS project,
ZZZS introduced a new portal and some electronic services for insured citizens, mainly access to health
insurance personal information, which marked the beginning of the Slovenian EHR project19.
Since then, impressive advances have been made thanks to the implementation of the Slovenian eHealth
strategy 2008-2018 and important lacks of regulations and standards have been fulfilled. Now, Slovenian
eHealth is based on the IHE technical infrastructure that enables the exchange of documents between all
healthcare providers. In addition, they have upgraded the overall architecture with an OpenEHR based
solution that is also IHE certified and is appended to the existing IHE environment. They are using HL7 CDAR2 documents that can contain either unstructured pdf documents or on the other side can have an OpenEHR
based XML schema compliant XML data. This type of data is handled in a way that it is sent additionally also
to the OpenEHR solution. In this way, they are supporting different use cases including the Patient Summary.
Lately, they are also looking into Continua to include also the small devices etc.
From a regulatory point of view, the national competent authority currently dealing with standards is the
“Health Informatics Standards Board”. It is the Slovenian governing body for the health informatics capability.
Two expert bodies regarding ICT in healthcare were established at ministerial level uniting all the major
18

https://extranet.sergas.es/cadmoweb/Cadmo_Web/DetalleContratacion342010.aspx?IdPaxina=70003&seccion=0&Id
Expediente=65474.
19
JASEHN project, D7.5.1 “DRAFT Report on EU state of play on patient access on eHealth data” published by the ‘Joint Action to
support the eHealth Network’, 2017 (https://ec.europa.eu/health/sites/health/files/ehealth/docs/ev_20170509_co13_en.pdf).
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stakeholders as well as the civil society and experts: the Council for informatics in healthcare and the
Committee for healthcare information standards20.
No specific innovation procurement is selected as relevant by the respondents, however relevant standards
for the manteinance and development of the Central Registry of Patient Data (i.e. IHE, OpenEHR) are referred
and also included in the technical specifications and regarded as award criteria in any call for tenders aimed
at procuring the maintenance and development of the eHealth platforms or new components.
They also confirm the willingness to include specific reference to International Patient Summary standards
in the future.
Scotland: In Scotland, as said above, the Patient Summary is represented by the ECS system, a single national
database. This contains three datasets: ECS (Emergency Care Summary); PCS (Palliative Care Summary), KIS
(Key Information Summary). Demographic data are also coded as part of the summary. This can be found in
the CHI system, which is the national Master Patient Index. As explained by the respondents, CHI and ECS
datasets are Scotland proprietary dataset definitions. They do make use of READ coding and other coding
standards as well. The APIs to ECS and CHI are also Scotland proprietary.
When it comes to relevant innovation procurement initiatives the respondents mention a number of relevant
projects known as Small Business Research Initiatives (SBRIs):
•

Emergency Care, developing solutions for better use of data in treating people in A&E, starting with
COPD.
• Dermatology, finding ways to reduce the number of patients that need to attend outpatient
appointments.
• Diabetes, using apps to help Type 1 Diabetics to monitor their blood sugar and receive automated
advice.
• An initiative undertaken by NHS Lanarkshire to procure 30 day cardiac monitoring of stroke patients.
• Home and Mobile Health Monitoring services.
• In collaboration with PHI on an ECT database as a partnership where NHS Scotland provides expertise
to design a system that is sold elsewhere with funds being returned to NHS Scotland.
Specifically, regarding procurement of innovative telemonitoring solutions, the goal is providing a
comprehensive set of services to look after people at home or in a homely setting which includes a core
system and applications for service users and service providers. What the procurer is searching for is the
ability to integrate with a wide range of external systems will be important, such as a video consultation
application and wide range of clinical and non-clinical systems. In general, the overarching objective is
progressing the scaling of telemedicine in Scotland, supported with a single system on a 'Once for Scotland'
basis which addresses business issues with the products that are currently in use.
The procurement documents refer explicitly to a set of standards namely HL7 FHIR, OpenEHR, HL7 v2, HL7
CDA, Snomed CT, READ, ICD-10, Continua guidelines, IHE Profiles. Moreover, the procurement for home
monitoring specifically refers to the National Minimum Data set for HMHM21.
However, it is an important point to be noted that the procurement specifications make it clear that
standards-based products are preferred but not mandatory. In the majority of calls of tenders for research

20

Empirica GmbH, on behalf of European Commission, DG Information Society & Media, eHealth Strategies, Country
Brief, Slovenia, 2010 (http://ehealth-strategies.eu/database/documents/Slovenia_CountryBrief_eHStrategies.pdf).
21
https://sctt.org.uk/wp-content/uploads/2017/12/HMHM-Person-Level-Minimum-Dataset-Specification-v1.0.2.pdf.
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and innovation services, the standards are not likely to be mentioned in the award criteria which are usually
built on a broader level including qualitative requirements.
In this regard, the respondents to our questionnaire highlight that Scotland still needs to develop a clear
official position on specific standards, which is expected to happen on the back of the new Digital Health and
Care Strategy. This will then make it easier to include standards in procurement and raise the requirement
for standards-compliance from 'Desirable' to 'Mandatory'.
Wales: As said below, Wales is managing at national level its own EHR. In terms of messaging HL7 2.5 is
utilized while local NHS Wales standards are applied for integration purposes. Future opportunities of Patient
Summary implementation are being investigated based upon FHIR specifications.
Also, in this case the respondents acknowledge the need to integrate International Patient Summary
standards too although demonstrating some concern regarding the risk that massive standardization might
discourage innovation.
Belgium: Brussels Health Network organizes the sharing of medical health data between hospitals and GP in
the framework of continuity of care. The scope of the initiative is providing in Belgium and in Europe a
continuity of care for the patients. Abrumet is responsible for the management of BHN and for Brusafe+.
Abrumet is also responsible for managing the CEF European project. Other regional non-profit organization
handle the other regional health networks, in particular:
•
•

In the French part of Belgium, Fratem is responsible for the management of Réseau Santé Wallon
In the Dutch part of Belgium, there are different stakeholders: Cozo and VZN KUL manage the sharing
of medical data between hospitals and GP.
Some projects are managed by the government: For example, the multidisciplinary safe platform named
Vitalink gathers multidisciplinary documents is managed by the Dutch government.
The federal government has an action plan that began in 2015 and will end in 2018. For any new initiatives
within the new action plan for 2019-2021 , it is being asked to first look into the existing international projects
and see how it can be adapted to the Belgian market instead of developing from scratch this new project in
KMEHR language.
This decision reinforces the position of Abrumet that chose for a hybrid system combining KMEHR Belgian
standard in order to stay compatible with existing Belgian solutions and international standard in order to
benefit from the projects developed in the international scene.
Whereas at the national level, solutions/devices/applications have to be interoperable with existing KMEHR
patient summary and the communication protocol, standards are explicitly mentioned in the regional
procurement schemes and international standards referred are HL7 standards based on IHE validated profiles
(e.g. MHD ( mobile access to health documents), XDS, XCA, etc.). Standards are enforced being named as
award criteria in all tender specifications whilst there is also a specific request for vendors to keep up to date
with the new international standards in order to improve projects at any time.
The respondents stress that in late 2018 they foresee, in the framework of our European CEF project, the
publication of a new call for procuring technical support which will include the use of the international
standards.

30

Deliverable 7.3: Patient Summary standards in Innovative procurement

5.2.3 The Catalonian experience in DECIPHER PCP
The Catalonian case has been selected for its significance and direct links to the epSOS pilot and thus is the
subject of an in-depth case study in the present section.
The information gathered in the present section has been jointly provided by the TIC Salut Social Foundation
and the Agency for Health Quality and Assessment of Catalonia (AQuAS), which where respectively
participating in the PCP as procurer and project coordinator. AQuAS was also in charge of the evaluation of
the developed technologies and the overall innovation process.
Patient data management and sharing in Catalonia
In Catalonia there are some key ICT services to share clinical information between healthcare professionals
and also patients. The coordination of healthcare provision is enhanced thanks to the Integrated Electronic
Clinical Record of Catalonia (HC3); since immunizations, healthcare (e.g.: discharge, emergency, specialized
outpatient), reports, diagnosis (e.g. pathology and laboratory, radiological image, image), interventions,
procedures and drug prescription can be consulted. During 2018 more than 109M documents were
published, adding a total of 400M documents published since HC3 started.
In Catalonia, almost 100% of centres of the public network (hospitals, primary care centres, social-care
centres, mental care centres, and rehabilitation and dialysis centres) are connected to the system and are
able to consult and publish information.
The strategy for non-face-to-face consultation is mainly pivoted around the main PHR service called the
“Cat@Salut La Meva Salut” (LMS) where clinical information, medicine prescription and care plans can be
consulted. Administrative issues, like booking appointments, contacting the GP or enrolment into community
activities can be performed. Also, personalized services, according to health status of the patient, can be
chosen from the marketplace.
To ensure the availability of services and applications that can be available for citizens, an interoperability
framework was designed to allow any application to be connected in the EHR, where citizens have their
security and data rights preserved by the infrastructure provided by the public administration.
Approaches to treatments for chronic patients affected by heart failure, Chronic obstructive pulmonary
disease (COPD), and diabetes, are present in Catalonia and some of them have been already integrated in
the EHR22.

22

DECIPHER PCP project, D2.1 Phase 0: Needs Assessment report (January, 2014),
(http://www.decipherpcp.eu/sites/default/files/attachments/decipher_d2.1_phase0needsassessmentreport_v2wb.p
df ).
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Figure 2. Patient data exchange and sharing system in Catalonia
The Catalonian Patient Summary: the Shared Clinical Record
The Shared Clinical Record available in Catalonia (HC3) is a system that allows the consultation of the last
relevant clinical events and information for any patient in the region that is being treated by a clinician.
Information available includes:
•
•
•
•
•
•
•
•

Diagnosis and allergies
Immunizations
Clinical Documents
Healthcare treatment reports (e.g.: discharge, emergency, specialized outpatient)
Diagnosis reports (e.g.: pathology and laboratory, radiological image, image)
Interventions
Procedures
Drug prescription

The system is based on an integration of data sources, generating the integrated view for anyone that is
consulting, storing some documents but mainly keeping the information on their original sources.
The technological model for the EHR is being evolved to a more consultation service, where the HIS of
healthcare providers can ask for specific information to be integrated at their own system from data coming
from the regional EHR.
In Catalonia the PHR platform is already accessible to all population in Catalonia. According to the data
published at the end of 2018, during the last year there have been a million new users, adding a total of 2,5M
of citizens that uses PHR. Also during 2018 there have been a 1,75M total accesses among their users. The
PHR offer patients:
•
•

To access their personal health information in a simple, intuitive and secure way. Some of this
information is the current medication plan, the administered vaccines, the diagnoses, the
complementary explorations, the clinical reports and the tests results.
A new channel to interact with the Catalan Department of Health and healthcare providers (as
hospitals and GPs). Users can request a visit, request a change of doctor and arrange an appointment
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for international vaccinations, as well as conduct an anonymous survey to help the system improve
the information and services offered.
Citizens can get access to their PHRs if they are over 16 years old and have their individual health card. They
can access through the internet by means of digital certificate or the IdCAT (a digital identifier released by
the Catalan Certificate Agency).
IdCAT mobile is the new electronic identification and signature system through mobile devices that the AOC
Consortium, in collaboration with the Administration of the Generalitat de Catalunya, offers citizens and can
be used to carry out procedures with the administrations and those that integrate the public sector of
Catalonia.
Citizens can also get access by requesting a password at their primary care centre giving the following
information:
•
•
•

Identity national card (DNI)
Personal identification code (CIP), which is showed in their individual health card.
Personal cell phone number, where the citizen will receive a PIN code that grant access to their PHR.

Catalonia is also connected to the National node for the epSOS services. The data managed by the regional
Shared Clinical Record can be shared to any epSOS compliant country/region. During the epSOS pilots,
Catalonia acted as Country of Affiliation and of Treatment for Patient Summary service and as Country of
Treatment for ePrescription services.
The Shared Clinical Record can be only accessed by clinicians when they are performing a clinical event, and
access is granted through the Personal Identification using ID eCards or Tokens provided by the healthcare
organisation. For patients access to the Personal Health Record is granted though digital certificates,
integrated both on some smartcards (ID National Document, ID Card for Regional Government) or software
certificates provided by national certification authorities recognised at international level.
The DECIPHER PCP experience
The first objective23 of DECIPHER PCP programme is to deploy state-ofthe-art Pre-Commercial Procurement
practices to create step-change innovations in the area of mobile patient ICTs. Nowadays the three DECIPHER
procuring authorities have in place or are adopting regional personal health record systems (PHR-S) that still
have a low penetration in the population they cover. Different initiatives have been put in place to encourage
their usage mainly with the objectives of empowering patients to take control of their disease, improving the
delivery of the healthcare services through the provision of new technological channels and providing
informal carers with all the information they need when taking care of a patient. DECIPHER offers to the three
procuring authorities the opportunity to further boost the usage of their regional PHR systems adding new
capabilities and services that will enable cross-border mobile healthcare and will deliver significant benefits
to patients, healthcare organisations, and industry.
The second objective of DECIPHER PCP programme is to create a crossborder reference implementation with
selected technical standards for mobile solutions accessing personal health information and produce the
pillars of a common framework and requirement specifications for producing interoperable, mobile, secure,
cross-border European epSOS PHR services within the selected application domain. Ideally the technologies

23

DECIPHER PCP Challenge Brief: draft of Functional and Technical Specifications (FILE 30.2013-0182_30.2014-0094)
(https://contractaciopublica.gencat.cat/ecofin_pscp/AppJava/portalfileretrieving.pscp?reqCode=retrieveFile&docHas
h=869c6b61093d0ed8646f2191810ab3f5&fileId=8768517&capId=206757&idTS=6472220 (June, 2014).
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developed under DECIPHER PCP programme will be valid for all regional EU PHR initiatives and 3rd party offthe-shelf solutions making use of the most common EU recognized interoperability standards.
The use of standards in DECIPHER
Standards were identified as important: it is stated that the DECIPHER project should closely follow epSOS
and other related EU-projects in order to be informed about the plans concerning epSOS and its successors.
Complementary mechanisms for language translation should be considered in DECIPHER to cover situations
were epSOS interfaces are not available. Mobile health applications are largely available for various areas
ranging from personal wellness management to chronic disease management. Applications are most typically
not connected to EHR systems, although also tethered mobile applications exist. Many apps support several
languages, but none of the found applications were known to support language translation mechanisms
based on clinical codes. This functionality, to be included in DECIPHER Service will evidently exceed the stateof-the art of current apps.
Connectivity of health information between service components (PHR systems, EHR systems and related
service components) is also regarded as highly important. There are several existing standards addressing
this area. Concerning Europe, most important are HL7 standards and IHE profiles. Concerning PHR interfaces,
it seems to be most important that health information content follows HL7’s Continuity of Care Document
standard, since this is most widely applied in PHR systems and also epSOS compatible. Usage of clinical code
systems is important in order to enable semantic interoperability and automatic language translation of
coded terms. This is another feature of DECIPHER Service which is expected to exceed the state-of-the-art of
current apps. The usage of clinical codes seems not to be common in current mobile applications based on
the available information. Concerning EHR systems in Europe especially ICD-10, ICPC2 and ATC are widely
used and should be supported. Additionally LOINC, which provides the main structure of the CCD file should
be supported. The usage of SNOMED CT is considered by some European countries and may need to be
supported at a later stage.
Lastly, authentication is an important functionality, which affects both security and user experience. The
DECIPHER Service should support authentication of the user by username/password based authentication in
order to authorize reading and writing personal health information to/from the user’s personal account in
the PHR-S. However, the DECIPHER Service may also support other mechanisms for authentication.
Certificate-based mobile authentication (certificate on SIM card) is emerging in some countries, but are not
yet widely available. Currently in Catalonia and in Tuscany the authentication method based on smartcard
PKI is the only one available when accessing to the regional PHR-S from a personal computer. It is of major
interest for DECIPHER purposes to explore together with the industry what strong methods could be used
when accessing from mobile devices in a way that users do not see the authentication as a barrier and that at the same time – satisfies local regional regulations.
In addition to that, standards were used to specify the resulting DECIPHER services. As it is prescribed in the
Challenge Brief “DECIPHER Service will consist of a PHR European Union Adapter and Data Collator:
• PHR EU Adapter: DECIPHER Service will allow the user to ‘bring’ with him/her his/her own PHR data and
make them available to any healthcare professional in case of need independently of the language of the
country where he/she is receiving healthcare services
• Data Collator: DECIPHER Service will allow the user to collate into his/her PHR all the data generated during
the interaction with an healthcare provider not belonging to his/her regional health service and by any
specialised 3rd party PHR-S adopting EC recognized interoperability standards
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More in depth, the general technical requirements prescribe that the DECIPHER Service should comply with
European legislation and legislation of the procuring countries in particular concerning (but not limited to)
data privacy. The DECIPHER Service should be based on open standards. Where standards are not available,
other open specifications should be used. The DECIPHER Service should support semantic interoperability
based on standard code systems. The minimum requirement is that references to standard code systems
should be preserved by DECIPHER Service, when such references are companied with data.
The DECIPHER Service should be scalable so that it can eventually be made available for all European citizens.
The DECIPHER Service should be flexible so that it can adapt with new interfaces when e.g. a need to connect
with additional PHR systems arise. The design should also be modular enabling easy addition of new features
and functionalities.
The client application of the DECIPHER Service should be optimized for usage by personal devices, e.g. smart
phones.. Additionally, it should be possible to use the client application by a tablet or a personal computer.
The client application of the DECIPHER Service should be usable in all common operating systems of smart
phones, tablets and personal computers
The DECIPHER Service should be multilingual. The DECIPHER Service should provide appropriate protection
of the personal health information, which it is accessing, processing or storing. In particular, the
implementation should be protected against the common security vulnerabilities listed by OWASP (Top 10,
2013). Additionally, the bidder should conform to the best practices defined by the ISO 27000 family of
standards in providing a secure and safe environment for developing and maintaining the DECIPHER Service.
As for file interface, the DECIPHER Service should support reading and writing of a file to/from a removable
media enabling the user to produce extracts of the personal health information. The DECIPHER Service may
also provide additional mechanisms for reading and writing data as a file. The DECIPHER Service should
provide a means (e.g. based on a stylesheet) for viewing the contents of the file read from a file or to be
written to a file. The DECIPHER Service should support printing of formatted personal health information on
a local printer.
The DECIPHER Service should support exchange of personal health information conforming to the Continuity
of Care Document (CCD) structure.
As in the case of Scottish approach, the bidder may also propose alternative standard-based structures to
use. The DECIPHER Service may support multiple document standards.
When it comes to PHR interface, the DECIPHER Service should support exchange of personal health
information (read and write) over a service interface based on Web Services or REST technology using HTTPS
transport. The DECIPHER Service should be the consumer of the service oriented PHR interface. The PHR-S
should be the provider of the PHR interface. Again, also in this regard, the DECIPHER Service may support
multiple document standards.
Lastly, regarding PAC interface, the DECIPHER Service should support access to personal health information
via country-specific Patient Access Services and optional translation of structured personal health
information as referred by epSOS Phase 2 services use case UC.PAC.1 (epSOS: D1.4.3 EED SERVICES including
specifications for all services).
However, since DECIPHER is an international PCP initiative involving procurers from different countries, in
cases when a Patient Access Service in a particular country does not expose an API (Application Programming
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Interface) to retrieve data in structured form, the DECIPHER Service should include or embed a browser
window to support viewing of data provided by the Patient Access Service.
The bidder should also propose and describe a language translation interface providing the possibility to
translate medical contents between languages. Such interface can be used for language translation e.g. in
the case when the PAC referred in section 1.8.3.5 is not available. The interface may take advantage of clinical
coding systems which include medical terminologies in different langauages.

5.2.4 Barriers to the use and adoption of (Patient Summary) standards
The main barriers to the use and adoption of standards detected by the procurers we interviewed are:
•

•

•

‘internal’:
-

development effort is needed to adapt current platform to new arising standards and custom
development is preferred

-

One main concern expressed by procurers is that by over stipulating standards in our procurement
specifications, we may inadvertently prevent innovative solutions from being tendered because a
supplier is unable to meet the standard concerned. There is therefore a trade-off between ‘must’
meet vs ‘should’ meet, set against a wide variety of other requirements, including clinical
functionality, affordability etc.

-

Scarce funding of ICT in healthcare sector.

-

Legislative and regulatory barriers may also regarded as ‘internal’ and are specifically emphasized
in the answers provided by the Turkish and Scottish authorities even though it is a general concern
for all procurers.

‘external’:
-

Not all vendors are willing to provide solutions complying with existing standards and in this way
lock in their customers.

-

Vendors are lobbying to protect existing investments (thus strengthening the need to attain to nonstandard, proprietary and in some cases obsolete solutions).

-

Companies are mostly reluctant to implement standards, because it makes software
implementation more expensive, slower and less flexible.

-

IT professionals from other fields (banking, retail, e-commerce, etc.) are not aware of healthcare IT
standards.

‘standard-related’:
-

Unfortunately, standards do not not always take into account the backward compatibility while
evolving and, consequently, they convey the message to the market that the development needed
to comply with the newest version is equivalent to custom development in case you do not comply
with any standard.

-

A large number of standards present a steep learning curve and procurers advert regarding the need
of making the adoption and use of standards easier and quicker to learn.
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6 Procurement of digital health innovation in the US: an overview
Despite public procurement of innovation having received much attention in Europe, it is hard to find
literature on US public procurement practices in cases where public procurement may have promoted
innovation outside the national defence and security areas. It is reported that most of the strategic
procurement in United States is geared towards achieving social purposes like environmental protection,
energy conservation, assisting disadvantaged groups, and so on24. However, these are seldom connected to
the search of innovative outcomes.
The Federal Acquisition Regulation is the main set of rules applied by the federal government (and applied,
in some slightly adapted form, in many states) in regulating public procurement. As such, this set of rules is
instrumental in shaping the incentives and behaviour of public employees regarding procurement.
Most important principles of the core federal procurement rules are cost savings and competitive processes.
Innovation or priority for innovative products is not promoted as an essential policy consideration. Other
important government regulations for procurement promote economy, effectiveness and efficiency.
In the United States individual federal agencies enjoy a much larger discretionary power in their procurement
procedures. This results in “best practice” examples, such as the Department of Defense, which possesses
ample experience with technology procurement (Mowery, 2010)25. However, a general focus on public
procurement of innovation as a strategic policy tool remains still limited. Outside of defense and national
security, regulatory frameworks that provide appropriate guidance to procurement offices are missing26
(Vonortas, 2015). Because of legal uncertainty and a resulting fear of litigation, procurers tend to overspecify
the to-be-procured products and services in tender calls. this is detrimental to the success of innovative
solutions.
However, over the past few years a transformation has begun. The new Office of Federal Procurement Policy
(OFPP) of the White House has created committees with large and small government agencies to discuss
innovative procurement practices. There is significantly growing thinking and awareness among federal
public procurement managements regarding the need to keep improving the procurement process and
promote innovation.
When it comes to healthcare and healthcare delivery have also been at the forefront of policy concerns in
the country as a result of the major health reform passed by President Obama. In the public sector, focus
seems to be more on healthcare delivery. Innovation, then, is mainly focused on healthcare delivery aimed
at improving the poor state of healthcare services for many Americans. Not much innovation is being fueled
through procurement.
Neverthelelss, several funding programs have, of course, an effect on the technologies used in the field and
may thus qualify as public money resulting in innovation. Though it is not possible to discuss at length each
program and its effects on innovation, the example of a $100 million program launched by the Department

24

Fraunhofer (2005). Innovation and public procurement: review of issues at stake, final report. European
Commission, DG Enterprise and Industry, ENTR/03/24.
25
Mowery, D. C. (2010). Military R&D and Innovation. In Hall, B. H., and Rosenberg, N. (eds), Handbook of The
Economics of Innovation, Vol. 2. Amsterdam: Elsevier, 1219–1256.
26
Vonortas, V. (2015). Innovation and public procurement in the United States. In Edquist, C., Vonortas, N. S., ZabalaIturriagagoiti, J. M., and Edler, J. (eds), Public Procurement for Innovation. Cheltenham, UK: Edward Elgar Publishing,
147–178.
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of Health and Human Services Secretary helps explain the picture. This program, launched in 2009, gives
money to ten states to test innovative technologies in healthcare delivery for children.
Such programs, though not strictly procurement, help to promote innovation by focusing on social causes in
need of innovative ideas and technologies. However, as they are not administered in the form of
procurement, the regulations affecting their administration are very different.
As another example of these funding streams, under the American Recovery and Reinvestment Act in 2009,
the Congress authorized the Office of the National Coordinator for Health IT to certify electronic medical
records to certain standards and capabilities, and then offer incentive money to physicians who
demonstrated the use of health IT to achieve certain quality and process objectives. As part of the
certification program, electronic medical records in the US are required to have the capability of generating
a clinical patient care summary using an HL7 standard format. That same format is used to electronically
share health information with the patient through an initiative called “the blue button”27.
On the other hand, EHR adoption increased exponentially after enactment of the Health Information
Technology for Economic and Clinical Health (HITECH) Act of 2009, which allowed the ONC to give incentive
payments for transitioning and training to a specific level of use (“meaningful use”) over several years. The
“Triple Aim” concept28, developed by the Institute for Healthcare Improvement around 2007-2008,
summarized the goals of any healthcare organization (or “integrator”) as having the responsibility of
improving the care experience and the health of populations and reducing the per capita cost of health care.
In such landscape, what still requires extensive work and strong commitment from all stakeholders involved
is the need to connect the dots and make the use of EHR standards (and patient summary related standards)
as a clear priority for health innovation and, thus, also for health innovation procurement policies whose
enrormous potential is currently underutilized for the structural, regulatory and context-specific reasons
mentioned above.

7 Conclusions and recommendations for standards inclusion in innovation
procurement processes in digital health
Building upon the insights collected in literature and the answers provided into the questionnaire we have
formulated a set of recommendations for the digital health stakeholder community.
So far, standards have only rarely been considered in policy programmes to promote innovation.
Consequently, the number of empirical studies assessing the impact of standardization and standards on
innovation is quite limited. However, in contrast to traditional perception of a contradictory relationship,
they promote innovation, if several framework conditions, like the openness of the standardization process,
are considered. Consequently, the effectiveness of future innovation policy schemes can benefit by a careful
consideration of the options standardization and standards offer.
There is a clear need for closer coordination between policy makers, organisations across Europe and
internationally with standards bodies about mandating standards and how organisations work with supplier
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Chronaki, C., Scott, P. J., de Faria Leão, B., Kimura, M., Rasmussen, M. B., Moen, A., & Fridsma, D. (2015). Patient
summaries: an International Perspective. Paper presented at Medinfo 2015, Sao Paulo, Brazil.
28
Berwick DM, Nolan TW, Whittington J. The Triple Aim: Care, health, and cost. Health Affairs. 2008
May/June;27(3):759-769.
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communities can ensure that products coming onto the market place can be purchased with these as core
features of the system being procured.
On one hand, SDOs should think about lowering barriers to standards adoption (in this regard a notably good
practice mentioned is the easier learning curve of HL7 FHIR compared to other standards). Also appreciated
by the stakeholders interviewed are the plans by PCHA to create software development toolkits that
implement the Continua guidelines as another step forward in this direction.
On the other hand, industry players who are involved in SDOs should be incentivised to invest in adopting
the standards even if the current market is still small.
There is a trend amongst buyers towards setting up national platform infrastructure. The platform owners
should take a stronger presence in SDOs to drive standards to meet their needs. They should adopt relevant
standards and insist that anybody connecting to the platform adheres to those standards. This then creates
a level playing field and clear situation with relatively low barriers which allows innovators to build on top of
platforms whilst at the size time enlarging market size and expanding business opportunities.
In order to achieve this challenging goals, a number of actions are identified as priorities to be addressed:
From the perspective of SDOs:
1)

Enhancing the mutual cooperation in further development of standards to achieve coherence and
maturity;

2)

Promoting the adoption of standards by providing high quality documentation, model use cases, best
practices etc.

3)

Provide more open training courses and open implementations of standards as free tools.

From the perspective of policy makers and healthcare providers:
1)

More lobbying at the political level and towards industry stakeholders is needed to pave the way for
a general recognition at sector level about the advantages of using international standards in their
solutions/devices/applications.

2)

An effort in combining the introduction of innovation in technology with consolidated change
management processes within the procuring entities to offer support to end users to integrate the
use of the new solution/device/application in their workflow.

3)

Procurers should improve governance methodologies to include IT managers of healthcare
organizations in the process for extending existing standards or creating new ones, and involve
industry in a collaborative process.

In addition to that, regulatory bodies and agencies should also play a pivotal role in providing guidance for
the application of International Standards (and specifically International Patient Summary Standards) for
procurers and suppliers of digital health products and services. In this regard, it is worth also taking advantage
of successful intiatives undertaken in other sectors, e.g. the variety of guidelines produced by post and
communication national authorities, to foster the use of European accessbility standards in the procurement
and provision of ICT services29.

29

As an example, Swedish Post and Telecom Authority (PTS), Guidance for the application of the Accessibility Standard
EN 301 549 for procurers and suppliers of ICT in Sweden, v1.1.1, 2016.
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Lastly, according to a survey in 2015, existing legal and regulatory frameworks constitute a main obstacle for
the implementation of public procurement of innovation in OECD countries because they do not provide
sufficient clarity about the lawfulness of innovation related aspects as selection criteria30 (OECD, 2017).
Moreover, we found out that, from the international perspective, regulatory frameworks in EU and US differ
a lot. While the new European procurement directives provided sound guidance in the procedures and rules
to be applied, the situation is much more varied in the United States. Although procurement in the United
States is subject to a wide set of regulations issued and administered by a wide range of actors, significant
decision-making power is left to the procurement manager in each agency. The substantive policies are
mostly left to the discretion of each acquiring federal agency, which defines both the specifications and the
evaluating criteria per procurement. The independence of each bureau to come up with its procurement
needs is based on the overall federal practice of giving maximum discretion to the end client or to the
acquiring agency in laying down procurement rules fitting to the agency’s overall mission. However, such
discretion demonstrated to be harmful for innovation in the way it is often leading to over-specification in
tender documents, thus hindering innovation processes. Therefore, the US might benefit from reconsidering
their discretionary approach to public procurement of innovation and adopting a more comprehensive set
of rules comparable to those implemented in the EU.

30

OECD (2017). Public Procurement for Innovation: Good Practices and Strategies. Paris: OECD Public Governance
Reviews, OECD Publishing. http://dx.doi.org/10.1787/9789264265820-en
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Annex 1 - Questionnaire for INNOVATIVE PROCUREMENT PROJECTS and
INITIATIVES in EUROPE
This questionnaire is created within the Trillium II project which aims at further advancing global Electronic
Health Record interoperability.
As part of this interoperability, The ‘Patient Summary’ is a concise extract of the full Electronic Health Record
that is aimed at providing sufficient, relevant and usable information, fit for purpose at the point of care. It
is applicable to planned care but is particularly important in cases when an unscheduled or unplanned health
event occurs and the patient’s clinical history is unknown to the attending clinician(s).
In this context, the International Patient Summary is a minimal and non-exhaustive Patient Summary usable
for cross-border exchange in case of unplanned care. It consists of general information about the patient
(e.g. name, birth date, gender), a medical summary of the most important clinical patient data and a list of
current medication of the patient.
The aim of this questionnaire is to explore whether and how innovative procurement schemes in Europe
are making use of standards in relation to Patient Summaries.
The overarching goal is to facilitate those standards to become a driver for innovation and overcome existing
barriers to their adoption and uptake toward a stable basis for digital health innovation based on global
access to patient data and, specifically, to patient summaries.

0: Patient Summary specifications and standards (if any) in your country/region
0.1 Is there a common specification for
the Patient Summary in your
country/region?

0.2

Is Patient Summary accessible to
patients through any Patient Portal
(or connected Personal Health
Record)31?
Please explain briefly whether and
how Patient Summary and Patient
Portal are connected.

31

Regarding the broad topic of patient access to electronic health record data, findings from the
desk research carried out in the deliverable D7.5.1 “DRAFT Report on EU state of play on patient access
on eHealth data” published by the ‘Joint Action to support the eHealth Network’ highlight the fact that “there is such a variety of
systems in place, at both national, regional and local levels reflecting the differing national policies and priorities”
(https://ec.europa.eu/health/sites/health/files/ehealth/docs/ev_20170509_co13_en.pdf). However, when referring to Patient
Portals or connected Personal Health Records we are making reference to any secure online website that gives patients convenient,
24-hour access to their personal health information (the EHR or parts of it) from anywhere with an Internet connection
(https://www.healthit.gov/faq/what-patient-portal).
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0.3

Are specific standards in place for
the use of patient summaries?

1: Characteristics of Innovative Procurement Scheme/s32
1.1 What is the name of the innovative
procurement
scheme/initiative/project?

1.2

What is the scope of the innovative
procurement
scheme/initiative/project?

1.3

What is the stated purpose of the
innovative procurement
scheme/initiative/project?

1.4

Which party (or parties) is (are)
responsible for the management of
the innovation procurement
process?

2: General approach to Standards in the mentioned Procurement Scheme/s
2.1 Please describe briefly the approach
to Standards in the mentioned
Procurement Scheme/s?

32

Feel free to refer to one or more innovative procurement schemes or projects you have experience in.
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2.2

Are Standards explicitly used in the
Procurement Scheme/s?

2.3

If yes, which Standards does the
Procurement documents explicitly
refer to?

2.4

Is any Standard referenced as a
requirement in the technical
specifications of the invitation to
tender?
If yes, which one?

2.5

Is any Standard referenced as an
award criterion in the tender
documents?
If yes, which one?

2.6

Does the procurement scheme
foster the creation of new
Standards?

3. Patient Summary Specification and Use of Patient Summary Standards in the mentioned
Procurement Scheme
3.1 Is there any specific reference to
Patient Summary specifications or
Standards in the tender documents?
If yes, please describe it.

3.2

Are the
solutions/devices/applications
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whose development the
procurement scheme is aimed to
fund required to interoperate with
national or regional Patient
Summaries or Patient Portals?

3.3

Are you planning to include any
reference to Patient Summary
specifications or Standards in future
calls for tenders?

3.4

Which are the main barriers you
envisage that are preventing from
the inclusion of Standards in the
procurement processes?

3.5

What actions do you think the
Standard Development
Organizations (SDOs) and other
involved stakeholders should
undertake to facilitate the adoption
of Standards as innovation drivers?
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