Expanding Digital Health through a EHR Xchange Format CDmmi55| on

pan-European EHRxF-based Ecosystem

1
Q XpanDH @ @EHR @Share £ European

2"d European EHR Exchange
Format Expert S ummit

Session 3: Looking at the EEHRXF from different perspectives

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of AR Funded by
the Europeaq Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be ) *: the European Union
held responsible for them. =



Expanding Digital Health through a
pan-European EHRxF-based Ecosystem

1
Q XpanDH @ @EHR @Share £ European

EHR Xchange Format Commission

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of AR Funded by
the Europeaq Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be ) *: the European Union
held responsible for them. =



<> XpanDH ({;@EHR @Share

European
Eaﬁ-gs‘miiﬁ EA A B8 EHR Xchange Format Commission
Group 1 Group 2 Group 3
How to best Future proofing How to best
support Healthcare the industry: EHR support Healthcare
Providers for the Vendors énd Providers for the
EHDS | EHDS
implementation nnovators implementation
Main Room Room 1 Room 2
(Second floor) (First floor) (First floor)

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of
the European Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be
| held responsible for them.

Funded by
the European Union




1
Q XpanDH @ @EHR @Sha re European

Expanding Digital Health through & B8 EHR Xchange Format *ax Commission

aaaaaaaaa

Breakout Groups

Group 1

How to best support Healthcare Providers for the EHDS
Implementation

Main Room
(Second floor)

| held responsible for them.

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of

Funded b
the European Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be y

the European Union




qF
Q XdegaHnPth @ @EH R @S h a re European

B8 EHR Xchange Format ol Commission

pan-European EHRxF-based Ecosystem

Breakout Groups

Group 2
Future proofing the industry: EHR Vendors and Innovators

Room 1
(First floor)

| held responsible for them.

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of

Funded b
the European Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be y

the European Union




1
Q X an D H @ @EH R US h a re European

Expandin ngt al Health through o EHR Xchange Format *ax Commission

Future proofing the industry: EHR Vendors and
Innovators - Breakout Group 2

Sofia Franconi Nathan Carvalho Gonzalo Montesdeoca Jesus Pulgarin Panos
IHE-EUROPE DIGITALEUROPE NTT Data NTT Data

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of AR Funded by
the Europeaq Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be the European Union
held responsible for them.




European
Commission

<> XpanDH ({;@EHR @Share

Expandin ngt 2l Health through @ B EHR Xchange Format

aaaaaaaaaaaaaaaaaaaaaaaaaa

Agenda for the session

Introduction and ice breaker

Liaison between Industry and Member States - the Andalucian
example

EEHRXxF Readiness Model

Supporting vendor planning and compliance: xShare Industry Label
Relevant groups to participate in the digital health landscape
Conclusion and final call to action

| held responsible for them.

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of

Funded b
the European Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be y

the European Union




European
Commission

B EHR Xchange Format

aaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaa

> XpanDH @ EHR @Share

Liaison between Industry and Member
States - the Andalucian example

Analysis of the EEHRXF specification and its applicability to the reality of the
Andalusian Health Service

| held responsible for them.

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of

Funded b
the European Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be y

the European Union




* X
o
#r
*

Q{b XpanDH (%

Expanding Digital Health through a

pan-European EHRxF-based Ecosystem * e * @ d d t as p dace

M
E H R @S h a re % § European

B EHR Xchange Format —— Commission

The Andalusian Health Service (SAS) in numbers
8,5 MM 1500 >100k >80 M

Population Primary Centers Professionals Prim. care visits
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The Interoperability and Governance office at SAS

Technical Office for Interoperability to carry out various tasks, including the control and operation of integration platforms, the management of the
life cycle of services, the development of services on ESB and the definition and implementation of an API consisting of more than 300 services with the
FHIR standard, starting with the DSTUZ2 version and subsequently upgrading to the STU3, R4 and R5 versions.

29 hospitals, 1500 primary care centers and more than 900
systems integrated.

Services are provided for platform governance, integration
development and performance monitoring. Guidelines and
developments follow the main standards such as HL7 FHIR, HL7
2.X, HL7 CDA and DICOM.

FHIR services defined for care, administrative, human
resources, logistics and social care areas. The result is a
single complete API for the entire Andalusian Health
Service.

It continues to develop the FHIR API to include more
features of the standard such as the inclusion of the Messaging
and Services paradigms.

Developed a terminology server based on the FHIR standard
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Our approach for the exercise

Main Objective: Assess the applicability of the EEHRXF specification to the reality of the Andalusian Health Service (SAS)

The problem focuses on clarifying whether the EEHRXF specification adequately covers the needs and particularities of
SAS, or whether its implementation would be feasible in the current environment. In addition, there might be gaps or barriers
that hinder its implementation in practice, such as technological incompatibilities, differences in data management or local
regulations

(Data coverage [1dentification of |
analysis gaps or barriers

 Evaluation of the * Possible difficulties
extent to which the or incompatibilities
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roadmap

(Review of the
EEHRXF
specification

» A detailed analysis of
the data and
requirements of the
EEHRXF

» Generation of a
proposal of actions

to be followed
establishing a
tentative plan that
includes clear steps
for the adoption of

' the specification

data required by the that may prevent the
specification is correct adoption
applicable or

relevant in the

specification
P context of the SAS
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Example of analysis: Discharge report

AS-IS situation

Target TO-BE Architecture
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: New elements required for the TO-BE

Current report structure not based on any standard but an ad-hoc
XML format

Hospital discharge information generated by the interoperability
platform, IRIS for health.

When a system needs to query the Hospital Discharge Report, the
interoperability platform queries the details of the clinical
report and the nursing report to the master information systems
and combines the data to transfer the complete information into
the discharge report

TO-BE situation

Handle structured and coded information using EEHRXF.
Allow discharge report consultation in order to assure the
continuity of care and help patients to better manage their disease.
Discharge Report in EEHRXF format generated from the clinical
data repository via transformations
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Example of analysis: Discharge report (lI)

Alignment criteria

* High: The information is accessible and sent according to the criteria of the guide
* Medium: The information is accessible but requires processing before it can be sent as required by the implementation guide
* Low: The information is not accessible or is inaccessible without the processing capacity to send it as required by the guide

ALIGNMENT - MEDIUM'S CARDINALITY

Low
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Barriers, Road for bridging the GAP

Barriers

« Minor / medium localisation issues (e.g. use of 2" surname common in Spain)

« Data gathering for those fields with “low” maturity could be complex since they have strong dependency with third party
systems which are not always flexible or fast to be adapted

« The implementation guide has been found to be complex to carry out the existing alignment analysis with the
organisation. A better mapping between the defined logical model and the FHIR information structuring model is

suggested as future work

Roadmap proposed

Systems Deployment Lessons

Impact and Joint
Analysis Validations

High-level Extension to

Integration
all SAS areas

design

learned

planning
generation

strategy
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Conclusions / observations on industry readiness

+ Based on SAS example our counterparts at Andalusia are willing to further explore and collaborate
with the extension and adoption of the EEHRxF standard, however this may vary depending on the
organisation itself, strategies, priorities... Other organisations may be more reluctant to apply any change

* From our current analysis (100% completed for Discharge Report and ongoing for other reports) the
GAP is low, with availability of almost 90% of the data required as per implementation guide

 Depending on which additional data is required, their obtention could be more or less complex.
Usually, data coming from third party or commercial information systems not directly managed by the
public entities (e.g. laboratory / pathology systems, pharmacy...) could be more difficult to retrieve if not
available yet in the published versions of the IT systems

 Modifications and evolutions of the system in general are subject to additional complexity caused
by contractual matters (multiple contracts with providers, different duration, different conditions on
evolution or maintainability of the platforms...) and changes on priorities at organizational level
(sometimes, political) which, in general, results into long time from the inception of the idea to the actual
implementation in reality

» Financial capability of the organisations is likewise important, where availability of potential funding to
support IT systems evolution towards EEHRxF standard (and others) is more than desirable
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Liaison between Industry and Member
States - the Andalucian example

Analysis of the EEHRXF specification and its applicability to the reality of the
Andalusian Health Service

| held responsible for them.

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of

Funded b
the European Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be y

the European Union




* X
o
#r
*

Q{b XpanDH (%

Expanding Digital Health through a

pan-European EHRxF-based Ecosystem * e * @ d d t as p dace

M
E H R @S h a re % § European

B EHR Xchange Format —— Commission

The Andalusian Health Service (SAS) in numbers
8,5 MM 1500 >100k >80 M

Population Primary Centers Professionals Prim. care visits

>4 M

Hosp. Emerg. visits

50 RS > 500k

Hospitals Budget 2023 Hospital admissions

e

Albalaluyce _ Mapa de Atencién Primaria

== | eaflet | Tiles Bing © Microsoft and suppliers

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of Funded by
the European Union or European Health and Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be .
held responsible for them. the European Union




XpanDH

Expanding Digital Health through a
pan-European EHRxF-based Ecosystem

S @ EHR

B8 EHR Xchange Format Ak

European
Commission

The Interoperability and Governance office at SAS

Technical Office for Interoperability to carry out various tasks, including the control and operation of integration platforms, the management of the
life cycle of services, the development of services on ESB and the definition and implementation of an API consisting of more than 300 services with the
FHIR standard, starting with the DSTUZ2 version and subsequently upgrading to the STU3, R4 and R5 versions.

29 hospitals, 1500 primary care centers and more than 900
systems integrated.

Services are provided for platform governance, integration
development and performance monitoring. Guidelines and
developments follow the main standards such as HL7 FHIR, HL7
2.X, HL7 CDA and DICOM.

FHIR services defined for care, administrative, human
resources, logistics and social care areas. The result is a
single complete API for the entire Andalusian Health
Service.

It continues to develop the FHIR API to include more
features of the standard such as the inclusion of the Messaging
and Services paradigms.

Developed a terminology server based on the FHIR standard
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Our approach for the exercise

Main Objective: Assess the applicability of the EEHRXF specification to the reality of the Andalusian Health Service (SAS)

The problem focuses on clarifying whether the EEHRXF specification adequately covers the needs and particularities of
SAS, or whether its implementation would be feasible in the current environment. In addition, there might be gaps or barriers
that hinder its implementation in practice, such as technological incompatibilities, differences in data management or local
regulations
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Example of analysis: Discharge report

AS-IS situation

Target TO-BE Architecture
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: New elements required for the TO-BE

Current report structure not based on any standard but an ad-hoc
XML format

Hospital discharge information generated by the interoperability
platform, IRIS for health.

When a system needs to query the Hospital Discharge Report, the
interoperability platform queries the details of the clinical
report and the nursing report to the master information systems
and combines the data to transfer the complete information into
the discharge report

TO-BE situation

Handle structured and coded information using EEHRXF.
Allow discharge report consultation in order to assure the
continuity of care and help patients to better manage their disease.
Discharge Report in EEHRXF format generated from the clinical
data repository via transformations
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Example of analysis: Discharge report (lI)

Alignment criteria

* High: The information is accessible and sent according to the criteria of the guide
* Medium: The information is accessible but requires processing before it can be sent as required by the implementation guide
* Low: The information is not accessible or is inaccessible without the processing capacity to send it as required by the guide
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Barriers, Road for bridging the GAP

Barriers

« Minor / medium localisation issues (e.g. use of 2" surname common in Spain)

« Data gathering for those fields with “low” maturity could be complex since they have strong dependency with third party
systems which are not always flexible or fast to be adapted

« The implementation guide has been found to be complex to carry out the existing alignment analysis with the
organisation. A better mapping between the defined logical model and the FHIR information structuring model is

suggested as future work

Roadmap proposed
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Conclusions / observations on industry readiness

+ Based on SAS example our counterparts at Andalusia are willing to further explore and collaborate
with the extension and adoption of the EEHRxF standard, however this may vary depending on the
organisation itself, strategies, priorities... Other organisations may be more reluctant to apply any change

* From our current analysis (100% completed for Discharge Report and ongoing for other reports) the
GAP is low, with availability of almost 90% of the data required as per implementation guide

 Depending on which additional data is required, their obtention could be more or less complex.
Usually, data coming from third party or commercial information systems not directly managed by the
public entities (e.g. laboratory / pathology systems, pharmacy...) could be more difficult to retrieve if not
available yet in the published versions of the IT systems

 Modifications and evolutions of the system in general are subject to additional complexity caused
by contractual matters (multiple contracts with providers, different duration, different conditions on
evolution or maintainability of the platforms...) and changes on priorities at organizational level
(sometimes, political) which, in general, results into long time from the inception of the idea to the actual
implementation in reality

» Financial capability of the organisations is likewise important, where availability of potential funding to
support IT systems evolution towards EEHRxF standard (and others) is more than desirable
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EEHRXxF Readiness Model

The purpose of the Readiness Model for vendors Is to

assess whether vendors are prepared to adopt the EEHRXF
Into their Health IT products.

Based on 3 dimensions
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Readiness aspects

Healthcare providers Vendors

Processes Understanding EEHRxF

IT Implementation Planning, Implementing
Care professionals Support, Testing, Marketing

Types of entities

Healthcare providers
Vendors

EHDS data priority domain
Article 5 of EHDS regulation
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Readiness Model consists of ...

« ... general parts (use-case
independent)

e ... Use-case specific parts

“Generic” — can be extended by more use-
cases

Current domains covered:
« Laboratory Result Report (“medical test

results”) m—>
« Hospital Discharge Report (“discharge . .
report’) EHDS data priority domain
* Radiology Report ("medical imaging Article 5 of EHDS regulation
studies”)
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Readiness aspects

Healthcare providers Vendors

Processes Understanding EEHRxF
IT Implementation Planning, Implementing

Care professionals Support, Testing, Marketing

3 aspects (Processes, IT Implementation, Care professionals)

« Policy, Finance and Change Management, Care processes, Clinical
documentation, Availability of systems, Testing

Structure supports completion by different people in the organization
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Healthcare providers

» Hospital or Hospital provider

« Daycare clinic

« Community Healthcare provider (General
practitioner, Laboratory, Radiology department, ...)

« Community Pharmacy

* Nursing home

Types of entities .

Healthcare providers

Vendors Vendors
» Electronic Medical Record (EMR) vendors

* Hospital Information System (HIS) vendors
« Laboratory Information Systems (LIS) vendors
* Other
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Introduction ]

Ready in terms of understanding the EEHRxF specifications? J

Readiness Maodel
EEHRxF

Vendars

Ready in terms of conceptionally integrating EEHRxF in your products (Planning)? J

Ready in terms of technically integrating EEHRxF in your products (Implementation)? ]

Ready in terms of support and maintenance? ]

Ready in terms of testing and certification? ]

Ready in terms of "go to market" (Marketing, Advertising, Sales)? ]

Final remarks
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RMV - Schedule and Milestone
Test round: X-Bupb\es and
Industry X-Net to fill survey 2024

Final feedback loop

September -

November 2024

ShEEGYE EndorNovember

2024

https://ec.europa.eu/eusurvey/ru
nner/XpanDH Readiness Mode
| Vendors

Go public
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Questions:

What essential requirements must vendors meet to ensure compliance
with the EHDS?

How can these requirements be integrated into EHR products from the
design phase onward?

Do you have a roadmap or development plan to make your
products/solutions EHDS-compliant?
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EEHRXF?

Project vision: xXSHARE envisions that
everyone can share their health data in
EEHRXF with a click of a button. The XSHARE
button will be featured across health portals
and patient apps.

xShare label: For that to happen, the project
consortium is exploring the feasibility of the
XSHARE industry label, indicating its
capability to work with EEHRXxF data.
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Patient portals National health apps EHR systems

When the EU-XxSHARE label is featured in patient portals and trusted apps,
@ individuals can receive and reproduce their health data. The label confirms that
the system complies with the EHDS regulation.
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Supporting vendors: xShare Industry Label

COMPLIANCE LEVELS WITH SELF- {f
CERTIFICATION OPTION: \;\_‘ B
SEAMLESSLY 'NTEGBATED More complex certification will be possible
INTO OTHER LABELS: Develop a self-certification process via the national health authorities. They will
for easy dissemination throughout be the ones to plug the xShare Industry
The:xShare Industry_ Latielshcld the EU, any company should be able Label evaluation criteria into their own
effortlessly blend with other : : : g :
e . " - to go online and certify their labelling processes. The national health
existing labels, acting as a "plug-in : : & i : :
: products via an online assessment authorities should provide their own labelling
that complements current labelling . : "
iRitiatives and obtain the most basic level of schemes, and the xShare industry label can
\ i J EEHRxF compliance. be an optional add-on to these schemes.

3/

>

Minimise overhead: The goal is to The product owner is responsible for any
avoid additional burdens for the costs associated with labelling. The costs
industry. The integration process may vary between different Member
should be simple and transparent, States, and it should be noted that adding
ensuring it's not perceived as "yet the xShare Industry Label to their
another label." assessment might make the process more

i expensive. i
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hitps:iehr-
exchange-
format.eu’

Gazelle
xShare Industry (https:iigazelle. e g FHIR
Label self- Implementation IN&-NSVGAZEIEFN g intermo.hi
assessment lool quide (7)  I"validatorhome 7.0rg.auf)

hitps:/ticsalutso
cial catlen/que-

femidigital-assets-
for-citizensitest-
dauloavaluacio/

CENISOITS
82304-2
(ttps:/iwww iso.

D2 3 Technical
requirements for

quality labslling
gistandard/7818
(xPanDH) 2 himi)

0o

Certified with the
xShare Industry
Label

2Igtecewe the

final positive
assessment

validator saam?s
tandard=10

e :
s
i REGE‘IVE‘ Does the system
3 posmue art of quality complywiththe ... .....ccu.e Tesling is saved in
& preliminary criteria quality a testing
1 H " PR feedback and evaluation assessment repository
2 : . criteria? :
?:: /. A/ comments
= Enters the "xShare %\oa dihe PS %c\ evaluates E:;;r:;ri‘;z:é
g EEHRxF Policy Industry Label” in‘:he website's IPS based on Is the IPS eceive the
@ Leuel one (sef and Standards self- i pre-defined promplant Wi TN
z assessment) Hub wabzlie assecsment ¥ criteria Temthetealyy? feedbak and
w togl (synihelically improvement
§ /:’\ guidelines
£ :
= %r&\immaw
% X What is the level negative
of certification feedback and
Cortty neaith needed? improvement
ertify heal . "
system with the D:gﬁ;,;f’?‘f::‘;h;;
EEHRxF d
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designated
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The system _O
passed the
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2 | criteria national
¥ | Form trough ZoHO Platform IPS assessment pracess (three aspects) certification label
s |
-1
5 ¥ ReTeTvee MLAsse — “=Evaluate *Zaborate the Has the system
= = = = (“Sfine the IPS ( ; (°=) Assess (“ZNCTIONAL a3 passed the
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o Identify all o validation P STRUCTURE and content of i rt with < evaluation
£ request for submit in the conformity Yellow Button conformancy report with non- criteria,
= ! relevant data format and of the IPS the IPS 5 (industry label conformities h
z certificaiton from the IPS assessment S (XML comes ey (required, Discharge 17 A including EEHRxF
& and payment tool dtlib] from the =g a Circuit add-on) disclosed conformity?
g requirements hine the testing tool recommended, =
B ) T :
H H B
] : :
Z : i
2 ~ H :
3 :
o : - The system does
S H = not pass the
£ assessment
s criteria
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xShare add-on
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Questions:

Do you envision such a label helping you to comply with the upcoming
EEHRXF? What challenges do you foresee regarding when adopting it?

How to comply with the EEHRXF in the long term? Will it be sustainable?
|s your organisation getting ready for it? How?

How do envision envision to scale or support small vendor organisations
to comply with the EEHRXF?
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Relevant groups to participate in the digital
health landscape and help EEHRxF

compliance
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Industry X-Net to support the EEHRxF

Currently working on the following key points:

Agreement on both the content exchanged and the
transactions to exchange it

Clear definitions of Electronic Health Record systems for
Industry (use case dependent)

Relevant groups for Vendor organisations in the European
landscape
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xShare Industry Forum

ePurpose: Unites EHR and PHR vendors, digital health organisations, and industry associations
to collaboratively address EEHRxF compliance.
eKey leadership: Led by DIGITALEUROPE, in collaboration with key industry players.

Why Join?

eInfluence Policy: Contribute directly to EHDS regulatory discussions.

eAccess resources: Exclusive tools, such as the xShare industry label and many other supporting
materials to help with EEHRxF compliance.

eCollaborate with peers: Network and share knowledge with leading industry players across
Europe.

eVision: Establish a unified industry voice to drive interoperability and support EHDS’s long-term
goals.

Send your request for participation via email to nathan.Carvalho@digitaleurope.org
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Any other questions?
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Breakout Groups

Group 3

How to best support Healthcare Providers for the EHDS
Implementation

Room 2
(First floor)
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Patients

Victoria Hedley (Newcastle University), Carola Schulz (empirica)

How can the EEHRXF deliver meaningful value to patients — regarding data
access, control and usability?

What is required to empower patients in using their health data to improve
care outcomes and personal health management?

What features or functionalities of the EEHRxF are most valuable from a
patient’s perspective, and how can these be prioritised?

How can Patients be supl)_:ported and encouraged to actively engage with their
health data through the EEHRXF?

What privacy, s_ecurit’}/, and transparency measures are essential for building
trust among patients”

How can the EEHRXF promote better care outcomes, patient autonomy, and
access to personalised healthcare?
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2"d European EHR Exchange
Format Expert S ummit

LUNCH BREAK

Starts again at 14:00
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Mentimeter
Word Cloud

LUNCH BREAK
Starts again at 14:00

Code: 3802 6006

https://www.menti.com/ali8yxecguu5
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