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Challenges for Digital Transformation in Healthcare



New Needs and Challenges

New
technologies

(mHealth, IA,
ML, Big data

New usages

(Personnalized Active &
Health, Patient healthy ageing
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Increased
mobility

(Cross border
exchanges)
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Evolution and role of Information Exchange in Healthcare (:

1995-2010 2005-2025 2020-2030 European Exchange
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The development of an European electronic health record exchange
format is fundamental to achieve secure, interoperable, cross-border access
to electronic health data in the EU.
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Patient Empowerment, mHealth, eHealth {:
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mHealth, eHealth and Health/Medical Devices as
components of the connected health system
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IHE Catalyst and the Testing Continuum
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IHE Services History

Formally created in 2012

Built upon a long experience in interoperability testing management and experience
with epSOS.

IHE-Services has the goal to offer professional services to support IHE Members as well

as national/regional authorities, local projects or any other organisations deploying IHE
profiles for their ehealth projects

Has operated more than 40 projectathons since 2012

IHE Services operated conformity assessment testing for IHE International since 2015
and for the Federal Swiss Government since 2019

IHE Services provides global services since 2021 via IHE Catalyst.



IHE Catalyst operates in a complex ecosystem (:

Interoperability Demonstrations Testing

Production

Pre-

Training Services Production Functional , ,

- i I
Tailored Test Plans and Tools Testing Requirement |,;r;cghrglc?znsperr:f|;:
Gazelle Strat Interoperability Specifications
Connectathons ategy

and

Tr?IInlng SEWICIES ; | Roadmap Technical Services
Tailored Test Plans and Tools Interoperability Specifications
Gazelle In-House Interoperability Training Services
Connectathons Testing Specs

Interoperability Specifications Proc:";edme“t Tailored Test Plans

Training Services Implementation Gazelle
IHE Conformity Assessment Connectathons
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Realizing Interoperability is about teamwork

Standards

Establish base
standards

Pre Production Tests Use Cases

Pre Production Testing of ldentify Business Use
Pilots and operational Cases and derive key
deployments Profiles as global building
blocks

Projectathon Validation Connectathon Validation

Combine Profiles to address Test implementations of each

business use case for a Profile along with test tools

specific deployment project

© IHE Catalyst



IHE Catalyst support to IHE Testing Continuum we {eguos

Vendors

Enablers Quality -
controlled

Testing

Testing Continuum

Includes quality - controlled testing tools and events with testing
process supervision aimed at validating and delivering
ISO-accredited conformance to IHE® Profiles and underlying

standards (such as HL7® and HL7® FHIR®).
[
Artifacts

IHE® Connectathon
. Connectathon® iy '""')
Seoeee. Project
Projectathon | SAddd ) Iabejling ......
Product
“““) labeling

Procurement and Deployments = Sl

Events that enable
interoperability while
providing an effective first
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rigorous testing process. IH E® Ma nqged
Other
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Project
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Certification Challenges for the European EHRxF



The Vision: operate in a certified environment we {eguos

Structured Testing O Conformity Certification
O Events Assessment Programs

O
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eHDSI Architecture based on IHE profiles
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New proposal for a Regulation for the European Health Data Space me@Aw

v Strengthen the rights of natural

persons to control digitally EUROPEAN

COMMISSION
their health data
v Provide an EU framework for
the secondary use of electronic MO0 197 o
health data 2022/0140 (COD)
v Cross border sharing and
secondary use of electronic
health data Proposal for a
‘/ Mandatory Certification for EHR REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

systems
v MyHealth@EU would become
mandatory and natural persons b ih EFA relevance)

Cou Id ex_Change thel r personal {SEC(2022) 196 final} - {SWD(2022) 130 final} - {SWD(2022) 131 final} -
electronic health data cross- {SWD(2022) 132 final}

border

on the European Health Data Space



Electronic
health data
category

Electronic health

data category

Electronic health data that includes important clinical facts
related to an identified person and that is essential for the
provision of safe and efficient healthcare to that person.

The following information is part of a patient summary:
* X o My health @ EU

Electronic health data constituting a prescription
for a medicinal product as defined in Article 3(k)
of Directive 2011/24/EU.

Electronic
prescription

Information on the supply of a medicinal product

1.Personal details L e E|ectronic

. . : . to a natural person by a pharmacy based on an
2.Contact information dispensation . .

, , electronic prescription.
3.Information on insurance

4.Allergies
5.Medical alerts
6.Vaccination/prophylaxis information, possibly in the

Electronic health data related to the use of or
WG RT BT ] produced by technologies that are used to view
image report the human body in order to prevent, diagnhose,

Patient form of a vaccination card - monitor, or treat medical conditions.

summary 7.Current, resolved, closed or inactive problems

(CEN/TS 8.Textual information related to medical history [ - . -

17288:2020) FFSVININTITNUST TV Electronic health data representing results of

9.Medical devices and implants

10.Procedures

11.Functional status

12.Current and relevant past medicines

13.Social history observations related to health

14.Pregnancy history

15.Patient provided data

16.0bservation results pertaining to the health condition

17.Plan of care

18.Information on a rare disease such as details about the
impact or characteristics of the disease

studies performed notably through in vitro
diagnostics such as clinical biochemistry,
haematology, transfusion medicine,
microbiology, immunology, and others, and
including, where relevant, reports supporting the
interpretation of the results.

ccccccccccccccccccccccccccccccccc
oooooooooooooooooo

Electronic health data related to a healthcare
encounter or episode of care and including
essential information about admission,
treatment and discharge of a natural person.

Discharge report
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eHDSI Testing Strategy
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epSOS / eHDSI Projectathons

epSOS projectathons since 2011

EXPANDATHON
Lisbon 9-11 December 2015
http://www.expandproject.eu/expand-final-event-lisbon-ehealth-week/

Online eHDSI projectathons since 2016

17


http://www.expandproject.eu/expand-final-event-lisbon-ehealth-week/
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Gazelle Ecosystem

Uses cases requiring
interoperability

Standards, Profiles,
Nomenclatures

Authoring tools Testing tools

NG, OT
ec”. dnzeir gy CTT
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Integrating
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@icon cHDSTTest  NILST
SNOMEDCT =i tools XDS Tools
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Continuous development testing

Connectathons
Interoperability framework Conform.|ty Assessment
repository Projectathons

Specific testing sessions

System implementing
interoperability spec.

© IHE Services



W orking Together in Health Information Exchange (:

e-Health projects

CanDmﬂt*," w - .
s | Assessment S Projectathon |
__.Cunnectamnn._,: | % A ! Deployment

IHE

 GRZELLE

test platform

Intrnperability

Profiles specifications

Conformity
Assessment

Product f
Development
IHE
Connectathon

W orking in Interoperability is about creating
ecosystems of all stakeholders © IHE Catalyst



Testing Tools Instances we {eguos

Testing Swiss EPD specifications
—->EPD Gazelle Instance

Testing Continuum Path
IHE-managed

Project-managé€
with IHE support

On-site
Connectathon

Testing

Conformity Labelling or

Assessment Certification Certify Affinity
Domains

- Swiss CTS Gazelle
Instance for
certification
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Examples of Projectathons

—

(72 ecesrmsmmrrsrson
ICC SNECTATOR ©

a. Canada Health Infoway
Inforoute Santé du Canagda

EPR
PROJECTATHON

My Health @ EU
eHealth Digital Service Infrastructure
A service provided by the European Union

(ince
only hub




Document Quality Validation

the 0

SE(J UOL

project

@B x'/ : N N N N . . N NS . N N NS . N . N Y x \ :
0 e / « Tous X \ﬁ: The Mo X \ [ Extern: x \Q How To x \X, Using C X \{"} How To x \D Installir x \. Des ph: x ‘\‘\°. EFS-E X \D Service X \D Sequoi: X ‘\D Externz x/) [ Externz X e

C ﬂSecure\https://gazel|econtent.sequoiaproject.org/EVSCIient/detailedResult.seam?type=CDA&oid=1.3.6.1.4.1.12559.11.28.1472 QA w| A g @ :

Constraint scoring Templates scoring

This section of the scorecard gives you indications regarding the constraints which have been applied on your document during the validation process. Because some constraints are used several times, the scorecard also shows you how many distinct constraints were executed.

Summary

Summary of outcomes 574 44386

Overall conformity 574 44386

Conformity of unique constraints 5 2583

Types of constraints

- |

Gardinaiity Context -
Datatype Fixed value P( 1909
Mandatory Vocabulary 25 ]
Not Defined Sl 36681
Detail
Only the constraints which raised errors at least once are displayed below.
Fixed value
ccdat12025 ]
Mandatory
ccda11468 G D ccdat1231 1 ]
Untyped constraints
rmim009 cdadto11 c 004
cdadt008 2( 811 dtits007 520 79
About Contact us Issue Tracker Copyright 2017 IHE International Back to top English ¥
THEOPHILE.PDF N ¥ Show All X

© IHE Services all rights reserved



A Roadmap towards certification we {eguos

HITCH S ——— / Refined eHealth Specifications for \

recognized profiles, test plans and test tools Interoperab”'ty procu rement
Define flexible testing processes Framework
. - https://ec.europa.eu/health/sites/healt https://eur-lex.europa.eu/legal-
P deakE I bility A
SR e h/files/ehealth/docs/ev 20151123 co0 content/EN/TXT/PDF/?uri=0J:L:2015: 1
3 en.pdf 99:FULL&from=EN

COMMISSION DECISION(EU) 2015/1302
Of 28 July 2015
on the Identification of Integrating

Define the Interoperability Conformance Assessment
Scheme closely related with the eEIF

v Promote creation of accredited Conformance Assessment _ Hea|thcar_e _ _
Bodies in Europe eHealth Network profiles for referencing in public
:'E?\, procurement
Antl Ope Develop Suitable Organisation for the QL&C process

Advancing eHealth
Interoperability

!efined eHealth European Interoperability Framework / \ /

EHDS New Regulation

General Recommendations

1 National and Regional Project leverage profiles recognized
by eEIF and use flexibility with needed national extensions

EUROPEAN
COMMISSION

My health @ EU

eHealth Digital Service Infrastructure  —————
. . . Strasbourg, 3.5.2022
A service provided by the European Union COM(2022) 197 final

2 Ensure that the Eurnptj:an.level EEI‘tIfIt‘TEItIDn may be used as 3
an entry criteria at the national level e p s 0 S
2022/0140 (COD)
3 Organise acceptance and the recognition of profiles EunopEan paminTs
candidates in the eEIF based on local use cases Proposal fora

REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on the European Health Data Space

A 4
._¢ - - - Text with EEA relevance) 2 3
E U R C UAS N a tl O n a I/ reg I O n a I Reco m m e n d atl O n S {SEC(2022) 196 final} -({SWD(2022) 130 final} - {SWD(2022) 131 final} -

{SWD(2022) 132 final}



https://ec.europa.eu/health/sites/health/files/ehealth/docs/ev_20151123_co03_en.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L:2015:199:FULL&from=EN

The EuroCAS Approach we {eguos

Define a sustainable scheme with processes and content (CASforEU)

Meet the requirements at the European and national/regional levels

Provides operational guidance for eHealth initiatives to implement and adapt CASforEU to local needs

Keep consistency with existing international initiatives such as eHDSI, IHE CAS and PCHA CAS, and CEN

Use accredited test labs and ISO/IEC 17067, ISO/IEC 17025 and other applicable ISO/IEC standards

Create an open organization for members to maintain and evolve CASforEU

Strengthen the European Health IT marketplace to meet the
needs of the 4 P’s : Patients, Providers, Policy Makers, Payers



Can we do the change? We Can! we {eguos

IHEICONNECTATHON

=

2l

“The best way to predict
the future is to invent it.”
Alan Kay

Alan Kay conceived of laptops and graphical interfaces years before they were realized.
At XeroxPARC, Apple, HP and Disney, he has developed tools for improving the mind
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Thank you!

Alexander.berler@ihe-Europe.net, aberler@ihe-catal

Alexander Berler, msc, PhD BME
IHE Catalyst, Strategic Business Development Director

IHE {CATA LYST I H E



mailto:Alexander.berler@ihe-Europe.net
mailto:aberler@ihe-catalyst.net

	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Realizing Interoperability  is about teamwork
	Slide Number 10
	Slide Number 11
	Slide Number 12
	eHDSI Architecture based on IHE profiles
	Slide Number 14
	Slide Number 15
	Slide Number 16
	epSOS / eHDSI Projectathons
	Gazelle Ecosystem
	Working Together in Health Information Exchange
	Slide Number 20
	Slide Number 21
	Document Quality Validation
	Slide Number 23
	Slide Number 24
	Slide Number 25
	Slide Number 26

