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XXI Century Health

. . - p)
What is the context of Integrationr... & Main Advanced Digital Health Challenges

Data - Open and FAIR principles, (the NEW GOLD)

Information — Sharing is key (content interoperability)

+ age Knowledge - is rare (involves Hybrid-l and Advanced-I)

Meta-knowledge — network and strategy (know who knows what and how it knows)

+ .. . : :
tech * Digital Inclusion - Capacity to ensure advanced tech is

equitably accessible to organizations/citizens

+ Knowledge * Minimally disruptive Tele/meta health services —

Tele/metahealth services that offer high Quality-of-Care

Trustworthy Digital Clinical Services — Including mHealth

APPs; Al-based Solutions; Digital Therapeutics

Health data economy & health innovation — Health data

spaces for data exploration and care integration/innovation

* Digital sovereignty & sustainability — Creation of digitally
advanced infrastructures and processes that cybersecurity,
governmental sovereignty and cost-effective architectures

Aims for Health Care .
Delivery System
* Equitable o
* Safe
* Effective
* Patient-Centered

e Timely

ﬂ(l‘.ln-[[i]{ﬂﬁ ( " * Efficient

* (FOR EU) — Adoption and Adaptation to the Reg. European
Health Data Space (2024---2030) including: European EHR
Exchange format, wellness APPs, Secondary Use of Data

Prof. Dr. Henrique Martins, MD, PhD, FCS-UBI ISCTE-IUL, Consultant QoC Office Athens — www.henriquemartins.eu | |
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What [health data] to integrate?...

Health Data...

Data about the individual’'s health
and care

Secondary use data
» National Registries
« Data about health professionals
capacity/system capacity
Public Health Data / Indicators

World/Regional level data that is
necessary for health policy, cross-
border healthcare, world health

DATA LEVEL Broad (public health) Data Types

*Data on Communicable Disease (DCD)
*Data on Non-Communicable Disease (DNCD)
*Data on Health System (DHS)

*Data with Public Health Relevance (DPHR)
in H.Martins STOA European Parliament Report

STRUCTURED DATA

UNSTRUCTURED DATA

TYPES OF DATA T
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pill dispensers | prescribed | instructions SO
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Social network Facebook friends, Twitter hashtags __;': "".NOTES.-': i :.
. Climate, weather, public health databases, =
Environment HealthMap.org, GIS maps, EPA, phone GPS News feeds Y
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Probabilistic linkage to validate existing data or fill in missing data
Examples of biomedical data Ability to link data to an individual

J .Pharmacydata ;_H

Dctaims data

Data outside of health

Health care center (electronic
health record) data

Registry or clinical trial data

® Easier to link to individuals
m Harder to link to individuals

w Only aggregate data exists
care system

Data quantity

Source: https://www.openaccessgovernment.org/europea n-

infrastructure-and-health-data-space/83393/
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Healthcare Systems
Are Complex Adaptive
Systems
- Are mcreasmgby integratable
- Can OR not — be patient
centric
Hospitals I

Primary care settings
Patient’s homes
Neighborhoods & Communities
Are each ‘their own little U
ecosystems’

Piera Jiménez J (et. Al) A 25-Years Retrospective of Health Information
Technologies Infrastructuring: the Example of Catalonia Region
JMIR Preprints. 28/03/2024:58933 DOI:
URL:

Good example

JTMIE. Preprints Piera-Jiménez et al
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Figure 1: Paradigm shift in the healthcare delivery model: from vertical care (A) to collaborative care
(B).


https://doi.org/10.2196/preprints.58933
https://preprints.jmir.org/preprint/58933

Patient as the integrator The EHDS — Chapter II; Article 8a 8aa and 8b

Persona| Hea|th Data Spacesm & Right of natural persons to access (....) their
personal electronic health data & Recitals (#8 #9)

Health data
Activism

Health Data
support coping with  Trust, integrity and overview Ethical
everyday life challenges* ICa
Principals in
Visualizing and Analysing  Understanding and confidence Digital

Health

my health data

e e S v anc Qi Digta
Inclusion
(inc.
Explainable
Al

Access to, ethics and altruism — to accumulate personal health data  NaUAES 4 Confidentiality, Security

*Self management, self-care, contribute to continuity of care and treatment

People Centric Model to
Harness User Value

Reflection on Personal Data Spaces in Transformation https://healthmanagement.org/c/healthma

Figure 1.: Personal Health Data SPEICE of Health and Care nagement/issuearticle/people-centric-

Anne Moen | Professor | University of Oslo and Norwegian Center for eHealth Researc h | Norway model-to-ha rness-user-va I ue-pe rsona I-data-
Catherine Chronaki | Secretary General | HL7 Europe | Belgium
Henrique Martins | Associate Professor | ISCTE Business School | ISCTE-IUL, Lisbon I Faculty of Health spaces_i n_t ra nsfo r‘mation-of-hea Ith_ca r‘e

Sciences | Universidade da Beira Interior | Covilha, Portugal

PROF DR HENR|QUE MART|NS, MD, PHD, FCS-UB| |SCTE-|UL— Giovanna Ferrari | Regional Labeling Lead | Global Regulatory Affairs | Global Product Development |
WWW.HENRIQUEMARTINS.EU | HENRIQUE@HENRIQUEMARTINS.EU Pfizer Limited | UK
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<< XpanDH

The European Context (pre Regulation)
and

With the European Health Data Space
regulation (2024---)




MyHealth@EU state of play

MyHealth@EU is the existing
infrastructure that connects
healthcare providers in 11 Member

Planned go-lives:

B Live now: CZ EE ES FI

States ’ *‘ FR HR LU MT NL PL
. ” PT
It allows them to exchange health 2023: OV EL HUIE T

B 2024:BG SK

2025: AT DE DK IS NO
RO

data such as Patient Summaries
and ePrescriptions.

These services will be expanded
to include lab results and other
types of health data.




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

Cross-border e-Prescription in action

- - e e
o™ - .--------.

«
S

Dispensation %,
National contact details

point for digital
health

A medicineis

prescribed
Purchase

medication in
a pharmacy
abroad

[llustration based on materials from: THL/FI



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

MyHealth@EU timeline
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Timelines are approximate and subject to change



is a health specific ecosystem comprised of rules,
common standards and practices, infrastructures and a governance framework

EHDS Proposal published 03/05/2022

European Health Data Space (EHDS)

} OBJECTIVES

Effective use of health data

} SCOPE & EXPECTED IMPACT

Use of health data

(primary,
MyHealth@EU)

Re-use of health
data
(secondary,
HealthData@EU)

} MEANS

Legal / Governance

Empower individuals to control their data

Standardization and mandatory certification of EHR systems

Voluntary labelling of wellness apps
European Electronic Health Record Exchange Format

Health data access bodies
Purposes for use and forbidden use

Data permits, secure environments, no identification

Quality of data

Infrastructure

Single market for health
data, data protection,
free movement of
people, digital goods
and services

Facilitated Research &
Innovation
Better Policy Making

Capacity
building/digitalisation
(MFF)

- European
Commission



Safe
sustainable, resilient healthcare systems

Art 168
TFEU

— — — — — — — — — — — — — — — — — — — — — — —

PRIMARY USE

MyHealth@EU
(EU level platform)

Support
Implementing
legislation &
Budgets

. Digital Health /

ertification
* Conformity
testing
environment
\ T
\\ certification

Legal Basis in the Treaty on the Functioning of the EU

Data Protection
Art 16 TFEU

FAIR data

* |nteroperability
components

* Data quality and
utility labelling

Cross
Border
Care Dir.

Cyber
Resilienc
e Act

Internal market |
Art 114 TFEU

The European Health Data Space Regulation

Founded on the Treaty objectives of building and
supporting the internal market, while protecting the
privacy of the individual patient, and the right of
each Member State to organise its own healthcare
system.

Promoting and supporting the use of data in the
provision of healthcare, including across EU
borders.

Unleashing the power of secondary use health data
to drive research and innovation, evidence-based
policy making and statistical analysis.

Providing building blocks to ensure data is FAIR,
based on common certification systems and subject
to a robust governance system, supported by EU
level implementing legislation and budgetary
support

Building on the rights established in GDPR,
respecting the Data Act and Data Governance Act,
re-using values and certifications from the MDR and
Al Act, diving security and cyber resilience and
supporting cross border care.



EHDS Timelines

Entry into force DL for implementing acts
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2027

2026

Exchange format in healthcare settings

Vaccination Card
Expansion of patient access through MyHealth

Implementation Medical images

Implementation Hospital discharge reports
MyHealth@EU trainings

[

oint Action Xt-EHR

- .

MvHealth@EU Study

L]
POTENTIAL
I
|
|
I

Ime 1S
MyHealth@EU Central Services

Negotiation

Grants for MS implementing MyHealth@EU services

MyHealth@EU trainings

——————— ———— ———— i ——— -

EHDS Implementation t

EHDS Regulation

DEVELOPMENT

PILOT
SCALE UP
OPERATIONS



XpanDH

Expanding Digital Health through a
pan-European EHRxF-based Ecosystem
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xpandh-project.iscte-iul.pt

ion
n
%‘D xpa nDH About the Project ~ News, Blog & Events ~ Meet the team Partners Contact us

XpanDH Project

1

Coordinator: Expanding Digital Health
Henrique Martins through a pan-European
Project manager: EHRxF-based Ecosystem

An d erson Ca rmo XpanDH project supports an expanding ecosystem of individuals and
organizations that are developing, experimenting and adepting the Europeaiis

2 O 2 3 _2024 Electronic Health Record Exchange Format (EEHxXF jyproviding & crucial .
contribution to the European Health Data Space. Ifis a 2-year Coordination@hd
Support Action financed by the Horizon Europe Framework Programme.

XpanDH's vision comes to live through 4 main scopes

https://xpandh-project.iscte-iul.pt/

Establishing a scalable Demonstrating real-life Establishing a Pan- Creating and validating
public infrastructure for interoperable digital European ecosystem of a framework for further
digital health innovation solutions for digital health exploitation of the
individuals, public infrastructure for F
. unded b
researchers, health digital health y )
services, and the innovation. the Eurﬂpean Union

workforce across
borders



https://xpandh-project.iscte-iul.pt/

Funded by

XpanDH overview

WP2 —
Standards &
Technical
Artefacts

WP4 — Feasibility and
Experimentation
(X-Bubbles)

WP1 -
Coordination
Definition of the |
Adoption Domains

WP3 —
Organisational
Readiness

Communication
and Outreach

Readiness =
model

WP6 — Sustainability
and Future Action

WP5 — Growing Community
Digital Health of Doers
Ecosystems

the European Union

17



Subject matter and scope

Q The EHDS - Chapter |; Article 1

1. This Regulation establishes the European Health Data Space (‘EHDS’) by providing for common rules, standards, infrastructures and a
governance framework with a view to facilitating access to electronic health data for the purposes of primary and secondary use of these data.

2. This Regulation:
(a) specifies and complements the rights laid down in Regulation (EU) 2016/679 of natural persons in relation to the primary and secondary use
of their personal electronic health data;
(b) lays down common rules for electronic health records systems ('EHR systems’) in relation to two mandatory software components, namely
the ‘European interoperability component for EHR systems’ and the ‘European logging component for EHR systems’ as defined in Article 2(2),
points (nc) and (nd), and wellness applications that claim interoperability with EHR systems in relation to those two components in the Union
for primary use;
(c) lays down common rules and mechanisms for primary and secondary use of electronic health data;
(d) establishes a cross-border infrastructure enabling the primary use of personal electronic health data across the Union;

(e) establishes a cross-border infrastructure for the secondary use of electronic health data;

(f) establishes governance and coordination on national and European level for both primary and secondary use of electronic health data.

Source EP text approved 24.4.2024: https.//www.europarl.europa.eu/doceo/document/TA-9-2024-04-24 EN.html#sdocta18

Funded by
the European Union
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Q The EHDS - Chapter II; Article 5 n.1

Priority categories of personal electronic health data for primary use

1. For the purposes of this Chapter, where data is processed jn electronic format, the priority categories of personal electronic health data shall be
the following | :

(a) patient summaries;

(b) electronic prescriptions;

(c) electronic dispensations;

(d) medical imaging studies and related imaging reports;

(e) medical test results, including laboratory and other diagnostic results and related reports;

(f) discharge reports.

The main characteristics of the priority categories of personal electronic health datal shall be as set out in Annex |.
Member States may provide by virtue of national law that additional categories of personal electronic health data shall be accessed and

exchanged for primary use pursuant to this Chapter. The Commission may, by means of implementing acts, lay down cross-border specifications
for these data categories pursuant to Article 6(-1a) and Article 12(8).

(2022 PROPOSED TEXT). (d)medical images and image reports; (e) Laboratory results;

Source EP text approved 24.4.2024: https.//www.europarl.europa.eu/doceo/document/TA-9-2024-04-24 EN.html#sdocta18

Funded by
the European Union
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The EHDS — ANNEX |

Main characteristics of priority categories of personal electronic health data for primary use

Electronic health data Main characteristics of electronic health data included under the category
category
1. Patient summary 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:

1. Personal details 2. Contactinformation 3. Information on insurance

4. Allergies 5. Medical alerts 6. Vaccination/prophylaxis information, possibly in the form of a vaccination card
7. Current, resolved, closed or inactive problems including in an international classification coding

8. Textual information related to medical history 9. Medical devices and implants

10. Medical or care 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. Observation 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

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

3. Electronic dispensation Information on the supply of a medicinal product to a natural person by a pharmacy based on an electronic prescription.

4. Medical image and Electronic health data related to the use of or produced by technologies that are used to view the human body in order to prevent,
image report diagnose, monitor, or treat medical conditions.
5. Laboratory result Electronic health data representing results of 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.

6. Discharge report 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.

Source EP text approved 24.4.2024: https.//www.europarl.europa.eu/doceo/document/TA-9-2024-04-24 EN.html#sdocta18

JMRSRl Funded by
LUPLEN the European Union
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What is it, a “format”?




Q European EHR Exchange Format Definition

The Format definition

The European Electronic Health Record Exchange Format (or “The Format”) is a set of requirements
and technical specifications, as well as endorsed support materials, targeted at ensuring the
interoperability of electronic health record systems following the Regulation on the European Health
Data Space and other applicable law.

It is designed to enable the exchange of personal electronic health data between two or more EHR

systems, other digital health applications or medical devices and support interoperable capture and reuse in
a meaningful way.

Funded by
the European Union

22



Electronic
health data
category

Electronic health

data category

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

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:

Electronic
prescription

Information on the supply of a medicinal product

1. Personal details My health @ EU El-ectromc. to a natural person by a pharmacy based on an
_ . eHiealth Digital Sorvice nfrastructure (011 011 L= 1A (0] ) . L
2. Contact information A sarvics provided by the Europsan Union electronic prescription.
3. Information on insurance
4. Allergies Electronic health data related to the use of or
5. Medical alerts LT | TG EV-LRET ) produced by technologies that are used to view
6. Vaccination/prophylaxis information, possibly in the [El{E Ty the human body in order to prevent, diagnose,
Patient form of a vaccination card monitor, or treat medical conditions.
S lolatieln 7. Current, resolved, closed or inactive problems
(CEN/TS 8. Textual information related to medical history Electronic health data representing results of

17288:2020 )

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 Discharge report

18.Information on a rare disease such as details about the
impbact 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.

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.




X-Bundles work in Xpan

Format in practice?

https://x-bundles.ehr-exchange-format.eu/
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The Laboratory Domain
Cliical laboratory results play an important role n diagnosis, treatment, and folow-up of patients. The availabilty
of high quality test results, and the capacity of sharing them, is therefore essential being often the basis for clinical
decision making. For this reason the Laboratory has been selected as one of the priority domains for the European
EHR eXchange Format (E-EHRxF).

Scope

The Laboratory Domain
Scope

Purpose

Background

Design cholches
Navigating the profiles
Dependencies

Cross Version Analysis
Global Profiles

IP statements.

Authors and Contributors

Specify a set of rules to be applied to HL7 FHIR to define how to represent a Laboratory Report in the European Context, coherently with the European eHN

Guidelines (see the European eHealth - Key documentst?

“This Implementation Guide applies to laboratory reports within the core fields of in-vitro diagnostics, for example clinical biochemistry, haematology,
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q; X-Bundles

The X-Bundle correspond to a group of well-
defined interoperability assets that provide the
necessary conditions along the Refined eHealth
European Interoperability Framework ReEIF six
dimensions (Legal, organizational, semantic,
technical, cybersecurity and person-
readiness/digital capabilities).

It will support that a simple or composite
adoption domain be able to be implemented
in two or more connecting ends of an
EEHRXxF-compatible sharing health data
connection.

A single-entry point for the X-Bundle assets has
been created, it gives access to a coherent
ecosystem of technical specifications, in the
form of HL7 FHIR IGs, and github repositories
covering different priority domains (e.g.
Laboratory, Hospital Discharge Report).

s‘
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XpanDH Project, published by XpanDH Proje tTnss ot an autherized publication; it is the continuous bu qu/} wersion 0.1.0). This version is based on the current
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Home
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Draft as of 2023-10-05 Computable Nai

Note Contentss

The specification h!‘E h documented ff he time being a workin: Jﬁ vecification, UIT‘\!';’[DE used for any
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COnLEqUEncE
X-Bubbli
Scope

This is the access point for the XpanDH project HL? FHIR Implementation Guides, created to assist
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XpaerH Guides structure
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4
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L GitHub LierDUS.‘ | L GitHub HOR 1  repas | \ .GitHub PSrepos |

/
/ Includes exampies includes examples Includes examples

" and other artefacts | and othar artefacts and other artefacls

/ - 1 | r W II'-. F

GnHuh.J.I:panBH Laboratory Report

/

25



Thanks!
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The IPS: a focused PS

Provide an healthcare summary for a citizen
at the point of care

It is a minimal and non-exhaustive

It is specialty-agnostic and condition-
independent......but still clinically relevant

29 TC 251 - International Patient Summary
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The IPS: a focused PS

Designed to be simple

Usable any time, in any place; by any one

Multi-beneficiaries: Individuals, Healthcare

Providers, Society

30
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The IPS Project: the HL7 Int. CEN/TC 251 agreement 7=
(April, 2017) = S

Vision

e “In order to further the care for citizens across the
globe, we agree to collaborate on a single, common
International Patient Summary (IPS) specification
that is readily usable by all clinicians for the (cross-
border) unscheduled care of a patient.”

The Five IPS project Products

e “The IPS specification shall focus on a minimal and

non-exhaustive Patient Summary, which is
specialty-agnostic and condition-independent, but

still clinically relevant.” ’ - :
31 TC 251 - International Patient Summary 9 m—

Implementable
Applicable for
Slobal use

Extensible and
open

Guidelines

11 June 2019
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EUROPEAN STANDARID DRAFT
NORME EUROPEENNE PIEN 17269
EUROPAISCHENCRM

Angst018

CENIPSEN 17269

Englich Version

Health informatics - The Patient Summary
uled, Cross-horder Care

Tor

...formalises the dataset required to share information about the
medical background and history of a patient ....

.. It uses the European guidelines (version 2, November 2016) as an
official source for the requirements....

The dataset is minimal and non-exhaustive <...> specialty-agnostic,
condition-independent and usable by all clinicians for the unscheduled
care of a person...

...usable as a valuable subset of data items for scheduled care...
It is implementation independent.

This international standard does not cover workflow processes of data
entry, data collection, the summarisation act nor subsequent data
presentation. ..

32 TC 251 - International Patient Summary
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CENIPSTS 17288

The International Patient Summary: Guideline for European Implementation

.... provides European implementation guidance for the
International Patient Summary (prEN 17269).

... itis also intended to be usable for more localised
deployment, <...> as an additional benefit, its components may
be reused to improve the interoperability of EHRs through
common exchange formats.

..it addresses: Jurisdictional requirements;
Governance, Privacy and data protection and Conformance.

..itincludes examples of transport formats...

Out of Scope: recommend a particular delivery
platform/service/template.

11 June 2019 33 TC 251 - International Patient Summary g
-




11 June 2019

HL7 IPS CDA Implementation Guide

COVMRZ_INTLPATS -0 B _STU_RI_20180CT

7

NATIONAL

HL7? CDA® R2 Implementation Guide
International Pati ent Summary
STU Release 1 (Universal Realm)

Cictober 2018

Standard for Trial Use

Publica £a of 1311 umdard fer iral e 15TUS bm bemo appre=ad by Hedia Lewd Seven
loiromieaad HLT) Taa 5T 2 oo 0 acoradied Axxncm M aicad Simdard Ticcem-
i pened (er uae ef i STL aball eod 4 eearha frem o be dae of publemc Sugpe-
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Pellemog 151224 mxaih crduaice poried 155 TU reixd o oomasry, =ilbe wkai -
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International Patient Summary

L h17:templateta hid 1.1 M (IPS..ion)
L ercot id 11 21684011138831022415
L h17:5a hid 0..% (IPS. ion)
L h17:c00e cv 1..1 M (IPS. ien)
cone "The valne of @code shall be deawn from valne set 2.16.840.1.113883.1.11.19709 _AczSbetance Adrminictrationlmuunization-
Cude (DYNAMIC)
h17:statusCode cs 1.1 M (IPS. ien)
L goose CONF 1..1 F  completed
L n17:effectiverine TS 1.1 (IPS. ien)
Ex:mp]e <effectiveTime value="20170322"/>
L h17:consumap1e 1..1 M Contins 216.840.1113883.10.224.16 IPS Iemnizasion Medication Information (DYNAMIC)  (IPS...ion)
where [nor(@nsilFlasor)]
h17:author 0..* R Contsins 216.840.1.113883.10.12.318 CD.4 usbor (Bogy) (DYNAMIC) (IPS...ion)

9.9 IPS Immunization Medication Information

Id 216.840.11138831022416

Status Daaft

Effective Date wvalid from 2017-03-08

Version Label

HL7 CDA® R2 Inplementation Guide: International Patient Summary, Release 1
Seprember 2017 — © 2016-2017 Health Level Seven International. AN rights reserved.

153/269

http://www.hl7.org/implement/standards/prod

uct brief.cfm?product id=483

34
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http://www.hl7.org/implement/standards/product_brief.cfm?product_id=483

IPS Sections

Medication

Summary Vital Signs Status Autonomy/

Functional
Invalidity

_ — —

Allergies and History of Past History of Plan of Care
Intolerances Procedures lliness

. Medical Pregnancy Advance
Problem List Devices status + history Directives

Results

Custodian I Diagnostic Social History l

-~Header" Required Recommended Optional

11 June 2019 TC 251 - International Patient Summary
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The FHIR IPS IG (STU)

/AA ) International Patient Summary ion Guide ion Guide Release 0.2.0
FHIR

Home  General Principles and Design ~ Profiles  Extensions and Datatypes inology ~ Examples  Downloads

Table of Contents

International Patient Summary Implementation Guide ¢

This is the Version 0.2.0 Release of the International Patient Summary Implementation Guide Impler] u L [ ] n [ ]
the Directory of published versions e s ] U I I r o r I I r_ I s
n ] ]
- L

This is the September 2018 Ballot Version of the International Patient Summary Implementation Guide, based on FHIR Version 4.0.0(7. See the Directory of published
versionsZ. This 1 is currently ballot and testing. It is subject to change, which may be significant, as part of that process.

Feedback is welcome and may be submitted through the FHIR gForge tracker (7 indicating "International Patient Summary" as the specification. If balloting on this IG,
please, if possible, submit your comments via the tracker and then reference the tracker ids in your ballot submission spreadsheet.

Introduction

An International Patient Summary (IPS) document is an electronic health record extract containing essential healthcare information intended for use in the
unscheduled, cross-border care scenario, comprising at least the required elements of the IPS dataset. The IPS dataset is @ minimal and non-

patient y dataset, ialf i ition-il but readily usable by clinicians for the cross-border
unscheduled care of a patient.

Contents:
e Introduction
o Purpose
o Project Background
o Project Scope
o Relationships with Other
Projects and Guidelines
o Ballot Status
o Authors and Contributors

Based on FHIR R4

Purpose

H A\ 1/4
The goal of this Implementation Guide is to identify the required clinical data, vocabulary and val It d e S C rI b e S t h e I P S d o C U m e nt a n
international patient summary is specified either as a templated document using HL7 CDA R2 (se

described in this implementation guide). The primary use case is to provide support for cross-borf

the data blocks (FHIR profiles) used to build it

» Cross-jurisdictional patient summaries (through adaptation/extension for multi-language and

* Emergency and unplanned care in any country, regardless of language.
* Value sets based on international vocabularies that are usable and understandable in any country.

TC 251 - International Patient Summary



https://build.fhir.org/ig/HL7/fhir-ips/

SNOMED CT free subset...

« SNOMED International will(has) release
the Global Patient Set, or GPS, to support
the cross border movement of
information, and ultimately health system
interoperability.

 The GPS is a controlled list of existing
SNOMED CT unique concept identifiers,
single descriptions and reference sets, and
it will be available to all interested parties

at no cost to users. SNO M'ED
 The IPS Free set is a part of the GPS and it

includes about 8000 concepts proposed

by the IPS project, plus few others used by Internatlonal

eHDSI.

11 June 2019 TC 251 - International Patient Summary




The IPS comes from a long history ...

July 2016

Moving to the CEF.....
o |Gy i

e E—sos Sens Transatlantic eHealth/Health IT Cooperation Roadmap
e Support1o EUUS MOU
1= 1t foasible the exchange of Patient Summaries STORK2.0
Pilot the exchange across the Atlantic > Howto identify and
PS and eP across Europe. authentieate people ?
[Ended June 2014] - Structure of Rondmap
S_¢ EXPAND PENMEDICINE PALUeHEALTH N This main Roadmap document sets out the vision, the main challenges, the scope and descriptions of cach
T > " A business model beyond CEF *‘f of the work-streams. The Roadmap Anncx contains the specific actions and outcomes/deliverables with
How to maintain hocronm bordet idonthenton pfproducts? their corresponding milestones and due dates for each work-stream. The Annex (which will covera 12 to
live the Semantic 18 month tims ) will be regularly updated to keep stakeholders fully informed of progress. The
Assets ? % . Roadmap activities overall will cover a longer period
ASSES! AN

“Assess the adoption of SSOMEDCT |-
at EULevel

2010 EU US EU/US MoU: ONC Standards
and Interoperability Framework (ONC S&l)

The epSOsS projects’ cross-border pi|ot EU/US eHealth Cooperation Initiative; EU

for PS and eP Exchange 2009-2014... and Trillium Project; 2013 The INTERPAS Project,
! HL7

several others ..to the eHDSI 2015 Transatlantic eHealth/health IT

Cooperation Roadmap: foster adoption and
[ ] further development of the IPS concept.

Sow
standards inlargo scale EU deployment

n

g ofcHealth standards

Horeto promate the adopt
and specific: National level ?

jons at the

CEF

eHealth Network eHealth Network

Guidelines
2013-2016

the electronic exchange of health data under Cross-
Border Directive 2011/24/EU

Release 2

Patient Summary for unscheduled care

11 June 2019 38 TC 251 - International Patient Summary
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.. but on solid foundations ...

International Patient Summary

epSO0S - Project Information

o Explore 4 Q ® Project Datasets
m‘ Copyright H Authors H Version information H MyCommunity H G
Name epSOsS

Description

epSOS in ART-DECOR
This representation of epSOS does not replace the norm
About epSOS

epSOS aims to desian. build and evaluate a service infra

C ) C )
uuuuqﬁi m

eHealth Network

GUIDELINE

on

the electronic exchange of health data under Cross-

Border Directive 2011/24/EU
Release 2

Patient Summary for unscheduled care

39

C

EC (DG SANTE)

The eHealth DSI

2017-04-04, Solution Provider

TC 251 - International Patient Summary

L d




11 June 2019

.. in a strong global collaboration ...

The HL7 and CEN collaboration on IPS has worked
superbly well with 4 specifications near completion
in just 2 years !

The «IPS SNOMED CT Free Set» by SNOMED
International is on the way ...

ISO joined the game last April ...
..hopefully, to be extended further ...

- Health
Informatics
el TC251

HL7

International

40 TC 251 - International Patient Summary




.. resulting in five (+1) related standards ...

eHN EU PS
Guidelines

Health

implement

e ——y o —
.

provide guidance for EU

Informatics

TC251

CEN

TS 17288..

HL7

International

SNOMED

International

EN 17269: implementation independent content of the IPS
TS 17288: guidelines for establishing an EU IPS service

IPS FHIR IG: how to implement the IPS using HL7 FHIR
IPS CDA IG : how to implement the IPS using HL7 CDA

11 June 2019
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.. applicable and extensible to new cases.

EU ModEX
- Bucharest, 2018 Oct 15-17
- Estonia/Saaremaa, 2019 Apr 11-14

g

Problems i‘

g resits IPSs and Mobile Field Hospital
%?2 ﬁ Encounter Reports were built

on (HL7 FHIR) IPS resources

Trillium Il g ¢

42
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208
Department
of Health &
Social Care

G7 International Patient Summary
Roadmap

Published 30 December 2021

25
&

Multiple IPS data points - linked to multiple sources

Figure 3: G7-IPS model

Health Ministers’ Meeting, communique, Oxford, 4

June, 2021 - GOV.UK (www.gov.uk)

Each G7 country will determine their schedule for uploading additional data blocks. This
phased approach will enable each country to add more data when they are able to, but not

exclude them from participating in the G7-IPS initiative.

Patient Allergies and Observed Operative
demographics intolerances conditions procedures
Health History of Medical Vital signs (i.e
Care plans problems past devices and g9 o
inc diagnoses problems implants
Advance
directives Functional History of
(i.e. living status pregnancy
wills)

Figure 5: |SQ 27269:2021 IPS data blocks

Source;

Immunisations
and
vaccinations

Current
medication

All medication

https://assets.publishing.service.gov.uk/media/61d82fbd8fa8f
505893f1¢c93/G7-international-patient-summary-roadmap.pdf


https://www.gov.uk/government/publications/g7-health-ministers-meeting-june-2021-communique/3e2ec79c-bccf-4dab-9b12-daaa7b2963a8#digital-health
https://www.gov.uk/government/publications/g7-health-ministers-meeting-june-2021-communique/3e2ec79c-bccf-4dab-9b12-daaa7b2963a8#digital-health

Patient Summary-CA Package: Related Documents

[ The pan-Canadian Patient Summary specification (PS-CA) is a level 2 specification ]

\/ pan-Canadian Patient Summary — FHIR®
Implementation Guide:

PS-CA Content Data Model,
PS-CA FHIR® Profiles and
FHIR® Implementation Guide

Link to specification package

pan-Canadian Patient Summary — Companion
Guide to Reference Architecture:

references
/ Core Interoperability Specification
Pan Canadian Patient Summary references
Interoperable Specification v1 Trial »
Implementation
meets

— 44

requirement

PS-CA Actors & Transactions and
Sequence Diagrams

Patient Summary — Companion
Guide to Use Cases and Definitions:

Legend

Core Interoperability Specification

Related Core Interoperability
Specification

»
>

Patient Summary-CA Use Cases &
Business Requirements

Canada Health Infoway
Inforoute Santé du Canada

'


https://infoscribe.infoway-inforoute.ca/display/PSCAV01/ImplementationGuide
https://infoscribe.infoway-inforoute.ca/display/PSCAV01/ImplementationGuide
https://infoscribe.infoway-inforoute.ca/display/PSCAV01/ImplementationGuide
https://infoscribe.infoway-inforoute.ca/display/PSCAV01/UseCasesAndDefinitions
https://infoscribe.infoway-inforoute.ca/display/PSCAV01/UseCasesAndDefinitions
https://infoscribe.infoway-inforoute.ca/display/PSCAV01/ActorsAndTransactions
https://infoscribe.infoway-inforoute.ca/display/PSCAV01/ActorsAndTransactions
https://simplifier.net/ps-ca-r1
https://simplifier.net/ps-ca-r1
https://simplifier.net/ps-ca-r1
https://infoscribe.infoway-inforoute.ca/display/PCI/PS-CA+v0.1+Draft

Reference Architecture that Supports PS-CA

An overview of the recommended PS-CA Actors and Transactions

This high-level view contains a superset of profiles that offer alternatives to exchanging the Patient Summary-CA depending on jurisdictional service
type and availability. Mandatory and optional capability support is described in the sequence diagrams associated with each use case analysis.

Patient Summary-CA Release 1
. . . . * Canada Health Infowa
Integration Profiles (Required / Optional) Y
Option 1: Scenario #1* Option 1: Scenario #2 Option 2 Option 3 7DRAFT
;- ~MHD Implementation (Document Repository is Central): -, |-~ ~MHD Implementation (Document Repository is Local)- ~—) -~ —————~~~~~~~~ XDS Implementation — - - -~~~ -~ -~~~ - - M aanasestes FHIR HIE Implementation- -~~~ =Rt
i o i o £ sicm
i -  —
g - - : _ m'h:‘x.dm e o C o ==
1 importer nsumer er
| £
Q 1 Secure Application
4 v ' L (crex)  (carexa) o carexs) i e — LT Te— g
2 Lims - ] Ear- S R R A e vimao
2 y i w0 e
©
i ! vmes rma iy viman o mssy vims
£ o e AT ER)
O Portable Medi Formatti Audit Terminol
o Cremor N s [, M
©
g e s ! . -
2 £ vy vz L femen e 1 vms b 3 Limss| Sl Lima Lo +mss)
o 2 ' ! 3 ' Pn i & oy siem
E 'g_ [¢ (mie) | b i Patient Identifier . s Time Clent ~—] ol \ Terminology
= G ' b ' Reglstry sponder om B Repository Repository
= ! P | \. Time Server
_=, Authorization Broker : E !
IHE Profiles Canadian National Integration Profile(s) ::i:"d — Clinical System Actors Jurisdictional System Actors
IUA Internet User Authorization 4 CA:FMT Formatting Support Service et = TE e
MHD Mobile access to Health Documents 4. CA:FeX FHIR Exchange Gateway e
XDS Cross Enterprise Document Sharing [z
PMIR Patient Master Identity Registry 4. *Preferred Option Ym
PDQM Patient Demographics Query for Mobile 4 A Mandatory Actors  Optional Actors Mandatory Actors  Optional Actors
PIXm Patient Identifier Cross-Reference for Mobile 4.
XDM Cross-enterprise Document Media Interchange
ATNA Audit Trail and Node Authentication 4.
cT Consistent Time

SVCM  Sharing Valuesets, Codes and Maps 4.
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The Sequoia Project’s Role

The Sequoia Project is the trusted, independent
convener of industry and government

Works to address the challenges of secure, interoperable
nationwide health information exchange (HIE).

060

SECURE INTEROPERABLE NATIONWIDE

seguoia

© 2015 The Sequoia Project. All Rights Reserved. s project
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Why and How of a Global EHR?

A global electronic health record (G-EHR) is achievable with focus, concrete steps, value creation and determination to
explore certain elements.

To reach a truly global digital healthcare system, however, we need to work much more profoundly and more
decisively on real worldwide cross-border eHealth services, like a global ePrescription system or sharing of minimum
sets of data (e.g. the ISO International Patient Summary) and progressively bigger components, such as a
vaccination passport, summary or e-cards. For example, medical devices (e.g. insulin infusion pumps, or non-invasive
home ventilators) are increasingly globally produced and standardised, yet, the information that they require and
generate seems to get ‘chained’ to local, regional or national health systems, in turn, chaining citizens down to their
institutions, often their homes. People fear to travel to a remote location where access to their device or health data is not
possible. They know healthcare may not be equally safe, which makes them feel unsafe to travel and ‘chained’.

Journal of the American Medical Informatics Association, 00(0), 2021, 1-6

Digital Health Diplomacy refers to the concentrated international efforts resomru iz /NNALN
towards supranational interoperability in eHealth/Digital Health. These

may include international agreements for mutual health data transmission,
recognition of information systems or common approaches to the use of
international standards.

Perspective

“Digital Health Diplomacy” in Global Digital Health? A call
for critique and discourse

Myron Anthony Godinho (5", Henrique Martins®*, Najeeb Al-Shorbaji®,
Yuri Quintana (%, and Siaw-Teng Liaw (3’

Source: H. Martins 2020:

. 1 1 "WHO Collab ating Centre for eHealth (AUS-135), School of Population Health, UNSW Sydney, Sydney, A tralia, 2ISCTE Busi-
https://healthmanagement.org/c/healthmanagement/issuearticl
. ] ] . . . y x pHa aun| , . . o Nivies Enc ah o — g e -
e/digital-health-diplomacy-in-chained-globalised-health-context

https://doi.org/10.1093/jamia/ocab282



https://healthmanagement.org/c/healthmanagement/issuearticle/digital-health-diplomacy-in-chained-globalised-health-context
https://healthmanagement.org/c/healthmanagement/issuearticle/digital-health-diplomacy-in-chained-globalised-health-context
https://doi.org/10.1093/jamia/ocab282

What is the
Global EHR?

A global electronic health record (G-EHR) is a set of
interconnected digital systems and services that
support the sharing of personal health data across the
globe to support primary use of health data regardless of
geographical, jurisdictional and language barriers creating
an electronic health record support environment as similar
as possible to that experienced by the individual and his/her
caregivers in is home country. It is based on standards and
is a de facto promotion of data harmonization leading up to a
potential “Global Health Data Space” of nominal/anonymized
health data for it potential secondary and tertiary use.

A global electronic health record (G-EHR) is not something
utopic. It requires focus, concrete steps, value creation and
determination to explore the following elements.

1) Creating a worldwide voluntary patient and health
professionals’ registries

2) Setting up a global regime/governance forum for the
advancement of agreements and common creations

3) Using a common exchange format (possibly inspired
in the European EHR exchange format?)

Source: H. Martins 2020:

Worldwide eHealth
cross-border services

The following worldwide eHealth cross-border services serve as initial
steps:

1) Global ePrescription system

2) Global sharing of minimum sets of data (for example, the
ISO International Patient Summary) and, progressively, bigger
components, such as vaccination passports/summary/e-cards

3) exploring Globally with the EU European EHRxFormat

4) Internationally approved minimum information sets for
advanced data-rich medical devices

5) Internationally approved and maintained digital
information leaflets for prescribed drugs.

6) International sharing of larges datasets for research/public
health based on Commonly agreed minimum sets of data

-

Global Treaty
on Digital Health


https://healthmanagement.org/c/healthmanagement/issuearticle/digital-health-diplomacy-in-chained-globalised-health-context
https://healthmanagement.org/c/healthmanagement/issuearticle/digital-health-diplomacy-in-chained-globalised-health-context
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32 countries and territories of the Americas together
RELACSIS 4.0: and in the Americas

Regional Meeting & Connectathon, Nov 12-15, Sao Paulo, Brazil
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' THANK YOU! ‘

Any Questions, comments,
follow up discussions fell free
to email me

Henrigue@henriguemartins.eu
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