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EXECUTIVE SUMMARY  1 

The aim of this deliverable is to establish the requirements and specifications for Electronic Health 2 

Record (EHR) systems to support the exchange and interoperability of the Patient Summary. This 3 

document is part of the broader initiative under the European Health Data Space (EHDS) 4 

Regulation, which seeks to enhance healthcare quality, ensure patient safety, and facilitate the 5 

seamless and secure exchange of health data across healthcare institutions and borders as well as 6 

accessibility of EHR for patients.  7 

The deliverable includes elements in accordance with Article 15 of the EHDS regulation, namely 8 

harmonised datasets containing electronic health data and defining structures, coding systems, and 9 

value sets to be used as well as technical interoperability specifications. All this is to enable the 10 

transmission of personal electronic health data between different software applications, devices 11 

which means between different healthcare providers. The successful transmission will be achieved 12 

by focusing on the requirements for interoperable and safe exchange of for example Patient 13 

Summaries. This includes a thorough review of the European Electronic Health Record Exchange 14 

Format, EEHRxF, as well as of different specific functional and technical requirements and 15 

specifications, developed under eHealth Network and EU-funded projects, such as the existing 16 

eHealth Network Guidelines, deployed (or planning to be deployed) under the MyHealth@EU 17 

Infrastructure. In addition, the International Patient Summary (IPS CEN ISO 27269), has been taken 18 

into consideration in order to align requirements on EHR systems according to EHDS.  19 

The majority of use cases in this deliverable aims to support national and cross-border exchange of 20 

Patient Summary, meaning the support of both national health data sharing and cross-border 21 

exchange of data between the country of origin (country A) and the country of treatment (country 22 

B). In addition to these use cases is the patient perspective and his/her access to the Patient Summary 23 

in accordance with the patient rights of the EHDS regulation.  24 

In addition to the above, the T6.1 deliverable, also includes an assessment done to investigate the 25 

compliance and readiness of Member States to share data, as a reference to include in the continued 26 

work on conformity levels and requirements. 27 

With the use cases perspective as a starting point this document provides logical models that define 28 

how data should be structured and exchanged. This resource is provided in some detail in this 29 

deliverable, but the full representation is provided externally to this document. These models are 30 

based on previously established European work as well as international standards, such as HL7 31 

FHIR, ISO/CEN International Patient Summary (IPS) and are designed to be adaptable to local, 32 

regional, national and cross-border contexts.  33 
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The effort has been done in close collaboration with eHealth Network and its subgroups, as well as 34 

MyHealth@EU communities and other Xt-EHR work packages and tasks (WP4, WP5, WP7, WP8 35 

and Task 6.2 of WP6). 36 

The feedback from the stakeholder consultation will inform the final deliverable, in which we will 37 

define, formalise and list suggested functional and non-functional (technical) requirements as well 38 

as related specifications for implementing the patient summary in the EEHRxF under the scope of 39 

the EHDS Regulation. 40 

  41 
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ATC code Anatomical Therapeutic Chemical code 

CDA Clinical Document Architecture 

EC European Commission 

EEHRxF European Electronic Health Record Exchange Format 

EHDS  European Health Data Space 

eHDSI eHealth Digital Service Infrastructure 

EHR Electronic Health Record 

eP/eD  ePrescription/ eDispensation 

EU European Union 

FHIR Fast Healthcare Interoperability Resources 

GDPR General Data Protection Regulation 

HCP Health Care Provider 

HL7 Health Level 7 

HP Health Professional 

ICD International Classification of Diseases (ICD) 

IPS International Patient Summary 

IHE Integrating the Healthcare Enterprise 

IHE XDS IHE cross document sharing 

LOINC Logical Observation Identifiers Names and Codes 

MS Member State 

NSCR National Shared Care Record 

NPU Nomenclature for Properties and Units 

OMOP Observational Medical Outcomes Partnership 

OpenEHR 
Open specifications, clinical models and software that can be used to create 

standards, and build information and interoperability solutions for healthcare 

PS Patient Summary 

SNOMED CT Systematized Nomenclature of Medicine Clinical Terms 

WP  Work Package  

TERMS AND DEFINITIONS 125 

Term  Definition  Reference  

‘cross-border healthcare’  “healthcare provided or prescribed in 

a Member State other than the 

Member State of affiliation”  

Article 3 of Directive 2011/24/EU of the 

European Parliament and of the Council of 9 

March 2011 on the application of patients’ 

rights in cross-border healthcare  

MyHealth@EU  ‘’the brand under which the 

electronic cross-border health services 

– ePrescriptions, Patient Summaries, 

Medical test results, Discharge 

records and Medical images – are 

being made available in European 

countries to protect and assist 

MyHealth@EU website    

https://health.ec.europa.eu/ehealth-digital-health-and-care/electronic-cross-border-health-services_en
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travellers. These services enable 

citizens in Europe to benefit from 

healthcare in their country of travel in 

the same way that they benefit in 

their country of residence.’’   
Interoperability  

component 

A software component of the EHR 

system which sends and receives 

personal electronic health data of 

priority categories for primary use 

in the European electronic health 

record exchange format 

(EEHRxF), and which is 

independent from the logging 

component of the EHR system. 

European Health Data Space (EHDS) 

regulation (Article 2, point (n)) 

  

‘Member State of 

affiliation  

“ (i) for persons referred to in point 

(b)(i), the Member State that is 

competent to grant to the insured 

person a prior authorisation to 

receive appropriate treatment outside 

the Member State of residence 

according to Regulations (EC) No 

883/2004 and (EC) No 987/2009;  

 

(ii) for persons referred to in point 

(b)(ii), the Member State that is 

competent to grant to the insured 

person a prior authorisation to 

receive appropriate treatment in 

another Member State according to 

Regulation (EC) No 859/2003 or 

Regulation (EU) No 1231/2010. If no 

Member State is competent according 

to those Regulations, the Member 

State of affiliation shall be the 

Member State where the person is 

insured or has the rights to sickness 

benefits according to the legislation of 

that Member State;”   

Article 3 of Directive 2011/24/EU of the 

European Parliament and of the Council of 9 

March 2011 on the application of patients’ 

rights in cross-border healthcare  

‘Member State of 

treatment’  

“The Member State on whose 

territory healthcare is actually 

provided to the patient. In the case of 

telemedicine, healthcare is considered 

to be provided in the Member State 

Article 3 of Directive 2011/24/EU of the 

European Parliament and of the Council of 9 

March 2011 on the application of patients’ 

rights in cross-border healthcare   
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where the healthcare provider is 

established”  

‘interoperability’  “the ability of organisations as well as 

software applications or devices from 

the same manufacturer or different 

manufacturers to interact, involving 

the exchange of information and 

knowledge without changing the 

content of the data between these 

organisations, software applications 

or devices, through the processes 

they support;”   

Article 2 – Definitions, Proposal for a 

Regulation on the European Health Data 

Space  

- Analysis of the final compromise text with 

a view to agreement.  

‘health professional’  “a doctor of medicine, a nurse 

responsible for general care, a dental 

practitioner, a midwife or a 

pharmacist within the meaning of 

Directive 2005/36/EC, or another 

professional exercising activities in 

the healthcare sector which are 

restricted to a regulated profession as 

defined in Article 3(1)(a) of Directive 

2005/36/EC, or a person considered to 

be a health professional according to 

the legislation of the Member State of 

treatment”   

Article 3 of Directive 2011/24/EU of the 

European Parliament and of the Council of 9 

March 2011 on the application of patients’ 

rights in cross-border healthcare  

‘patient’  “any natural person who seeks to 

receive or receives healthcare in a 

Member State”  

Article 3 of Directive 2011/24/EU of the 

European Parliament and of the Council of 9 

March 2011 on the application of patients’ 

rights in cross-border healthcare   
‘patient summary’  ‘’An identifiable “data set of essential 

and understandable health 

information” that is made available 

“at the point of care to deliver safe 

patient care during unscheduled care 

[and planned care] with its maximal 

impact in the unscheduled care”; it 

can also be defined at a high level as: 

“the minimum set of information 

needed to assure Health Care 

Coordination and the continuity of 

care”   

eHDSI Glossary    

‘Electronic Dispensation’  “Information on the supply of a 

medicinal product to a natural person 

by a pharmacy based on an electronic 

prescription”   

Annex I of the Regulation on the European 

Health Data Space  
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Cross-border services  eHealth Network apply to the 

cross-border exchange of health 

data. These guidelines are: Patient 

Summary, 

ePrescription/eDispensation, 

Laboratory results, Medical 

imaging studies and reports 

 and Hospital Discharge reports. 

They aim to support the safe and 

efficient provisioning of care 

services in another Member State. 

These guidelines could also serve 

as a guiding principle for the 

national implementations of 

laboratory result reports.   

eHealth 

Network https://health.ec.europa.eu/ehealth-

digital-health-and-care/digital-health-and-

care/eu-cooperation/ehealth-network_en 

EEHRxF  European electronic health record 

exchange format.  

As specified further in EHDS 

regulation article 15, the, European 

electronic health record exchange 

format shall be commonly used, 

machine-readable and allow 

transmission of personal electronic 

health data between different 

software applications, devices and 

healthcare providers.  

REGULATION OF THE EUROPEAN 

PARLIAMENT AND OF THE COUNCIL on 

the European Health Data Space and 

amending Directive 2011/24/EU and 

Regulation (EU) 2024/2847 

EHR (Electronic 

health record) 

electronic health record’ or ‘EHR’ 

means a collection of electronic health 

data related to a natural person and 

collected in the health system, 

processed for the purpose of the 

provision of healthcare;  

 

Producers  Producer refers to the ‘Health data 

holder’ and is any natural or legal 

person, public authority, agency or 

other body … which collects, stores 

and manages electronic health data, 

and makes it available for primary or 

secondary use under the EHDS 

framework. 

Regulation (EU) 2025/327 on the European 

Health Data Space (EHDS), Articles 2(2)(n), 

and 35-37,43. 

Consumer Consumer refers to the ‘Health data 

user’ and is any natural or legal 

person … which has been granted 

lawful access to electronic health data 

for secondary use pursuant to a data 

Regulation (EU) 2025/327 on the European 

Health Data Space (EHDS), Articles 2(2)(n), 

11, 12, and Directive 2011/24/EU, Article 3. 

https://health.ec.europa.eu/publications/ehn-laboratory-result-guidelines_en
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permit, a health data request 

approval or an access approval by an 

authorised participant in 

HealthData@EU. For primary use a 

consumer refers to the entity, such as 

a health professional, healthcare 

provider or Member State of 

treatment, that accesses and uses 

personal electronic health data for the 

purpose of providing healthcare to a 

natural person under their care. This 

consumer role is fulfilled by the EHR 

system or interoperability component 

receiving the data, in compliance 

with the access rights and obligations 

defined under the European Health 

Data Space Regulation. 

 126 

  127 
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1 AIM OF THIS DOCUMENT 128 

The aim of this document is to establish the requirements and specifications for Electronic Health Record 129 

(EHR) systems to support the exchange and interoperability of PS across the European Union. This document 130 

is part of the broader initiative under the European Health Data Space (EHDS) regulation, which seeks to 131 

enhance healthcare quality, ensure patient safety, and facilitate the seamless and secure exchange of health 132 

data across healthcare institutions and borders as well as accessibility of EHR for patients. 133 

2 SCOPE AND INTERDEPENDENCIES 134 

2.1 Scope 135 

The scope of this document is to propose a specification of electronic health data related to PS to support the 136 

implementing acts on the European EHR exchange Format (EEHRxF) under EHDS. The PS has a starting 137 

point, already implemented guidelines, including, but not limited to, MyHealth@EU services and data sets 138 

for PS with the aim of supporting MS towards the EHDS. The work package provides harmonized datasets, 139 

coding systems and values to be used in datasets and technical interoperability specifications and data 140 

quality requirements for EHR systems. National and cross-border exchange of patient summaries will be 141 

facilitated by developing common specifications and the EEHRxF according to the EHDS Regulation.  142 

In this document, we outline the suggested functional and technical specifications for EEHRxF in the 143 

category of “PS”. As outlined in the EHDS regulation, the EEHRxF shall allow for different profiles (fx FHIR) 144 

for its use at the level of EHR systems and at the level of the national contact points for digital health in 145 

MyHealth@EU for cross-border data exchange. The specifications suggested in this document are general 146 

and will apply as a basis to which all profiles should adhere. In accordance with the EHDS regulation, the 147 

specifications apply to both producers and consumers of data.  148 

It is also important to note that the EHDS Regulation applies to both the category of PS as a whole and to the 149 

individual data entries included in this category. For example, given that allergy and intolerances status is 150 

part of a PS, the requirements linked to the PS should also apply to such allergy and intolerances status even 151 

if it is processed separately from the PS as a whole, to facilitate its inclusion in the PS. 152 

In addition, it is set out to describe the landscape of the final deliverable. Understanding what is 153 

implementable in a foreseeable future while also progressing results requires a proper understanding of the 154 

journey up until now and the starting point for all Member States.  155 

 156 

2.2 Out of scope 157 

This will not be a legally or normative binding document, it serves as a technical deliverable to support 158 

implementers and policymakers. 159 

It does not address the broader governance or operational policies related to national infrastructure. 160 

It does not include implementation planning for Patient Summary, ePrescription, eDispensation, medical 161 

imaging, or medical test results, except where such components are referenced for alignment or 162 

interoperability. 163 



 

13 

 

2.3 Interdependencies 164 

There is an overlap between the different prioritised categories of electronic health data listed in the EHDS 165 

Regulation. PS-related health data exist as elements in all parts of the EEHRxF, as defined by the eHealth 166 

Network guidelines. Therefore, a significant part of this task’s work is to consider the overlap between these 167 

categories and to align and adopt the specifications on all levels from functional to technical. This work is 168 

done in collaboration with other tasks of different Work Packages, namely WP4 (Sustainability and cross-169 

border interoperability) WP5 (General requirements for EHRs and system interfaces), WP6 (Electronic 170 

prescriptions and PS towards EHDS), and WP7 (New services for EHR systems towards EHDS). These 171 

interdependencies ensure that the PS deliverable is coherent within the broader Xt-EHR ecosystem and 172 

aligned with both national and EU-level strategic goals. 173 

The work in WP 5, 6, and 7 aims to support the concerned implementing acts which will need to include 174 

some framework of assessment of conformity of EHR systems. Such frameworks will include, as a basis, 175 

detailed criteria on the level of subsets or individual data elements in the harmonised datasets. Those criteria 176 

will then be input to and subject to discussions with WP8 (Certification and Labelling framework). 177 

More broadly, strong interdependencies exist with the eHealth Network sub-groups of Semantic and 178 

Technical Interoperability, as for the already mentioned eHN Guidelines and the Technical Interoperability 179 

requirements, as for the MyHealth@EU specifications and assets, as for ISO / CEN International Patient 180 

Summary specifications and HL7 FHIR IPS Implementation Guides.  181 

 182 

3 INTENDED USE 183 

The intended use of this document is to support the development of EHDS implementing acts by specifying 184 

harmonised data sets, code systems and values, as well as technical specifications. These artefacts are also 185 

aimed at providing guidance for the development, implementation, and deployment of EHR systems capable 186 

of generating, sharing, and processing patient summaries in a standardized format within and across EU 187 

Member States. This document is intended for EHR system developers, healthcare providers, policymakers, 188 

and other stakeholders involved in the management and exchange of health data. By adhering to the future 189 

specifications, stakeholders will be able to ensure that patient summaries are interoperable, secure, and 190 

useful for enhancing patient care and facilitating cross-border healthcare. 191 

The intended use also includes providing a baseline for conformance assessment, and a reference for the 192 

evolution from CDA to FHIR, in alignment with the broader goals of the MyHealth@EU initiative. This 193 

section is not included in this document as it is still under development and will be part of the final 194 

deliverable.  195 

4 INTRODUCTION 196 

The Xt-EHR Joint Action (JA09) aligns with the European Commission's commitment to a "Europe fit for the 197 

digital age" and further with the objectives of the EU4Health Programme by enhancing health systems. This 198 

project aims to develop requirements, guidelines, specifications, and implementation guides to prepare the 199 

implementation of the EEHRxF and key assets for primary use data and thus to foster the interoperability 200 

and exchange of health data across the European Union, in readiness for the impending EHDS regulation. 201 
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This work encompasses the comprehensive primary use of health data to achieve several pivotal objectives. 202 

Through a concerted effort focused on quality data, robust infrastructure, and capacity-building initiatives, 203 

the broader agenda for a single market for digital goods and services can be effectively realized while 204 

safeguarding data protection and ensuring the free movement of people across borders. The project aims to 205 

impact all stakeholders in the process of digital transformation in healthcare based on a standard-based 206 

health information exchange. Through Xt-EHR, the interoperability and cross-border exchange of different 207 

types of health data will be promoted by proposing the necessary implementation guidelines for the 208 

implementation of new services that will complement the eHN guidelines and the MyHealth@EU initiative. 209 

Moreover, Member States will need to foster the adoption of interoperable EEHRxF in national systems to 210 

comply with EHDS provisions, particularly to support patients' rights to obtain priority categories of EHR 211 

health data in an interoperable format. 212 

Work package 6 of Xt-EHR aims to develop the EEHRxF for patient summaries and for electronic 213 

prescriptions and electronic dispensations. Within WP6, Task 6.1 aims to develop the EEHRxF specifically 214 

for patient summaries. Patient summaries have been used in many of the EU Member States for a decade or 215 

more, and the infrastructure to support cross-border sharing of electronic patient summaries as well as 216 

prescriptions and dispensations, have been available since 20111, while MyHealth@EU Routine Operation 217 

started in 20192 . Several projects and bodies have performed analysis of the state of play with patient 218 

summaries in Europe3. 219 

 220 

5 METHODOLOGY 221 

The methodology applied in the development of this document has taken into account the vast amount of 222 

information and specifications related to PS that is available. PS is a well-defined and well-used structure 223 

that has been a priority and an evaluation process for European and national EU Member States projects for 224 

decades. The work of this group has been focusing on assessing: 225 

- eHN Guidelines and MyHealth@EU requirements and specifications as a starting point. 226 

- ISO 27269 - International Patient Summary (IPS) – gaps and potential improvements available. 227 

- Perform an overview of conformity to perform a gap analysis and identify potential improvements 228 

to the specifications based on a survey on conformity performed by the PS Cluster working group.  229 

- Identifying relevant sources that can enhance the primary eHN guidelines for PS.  230 

- Collaboration with Standards Development Organisations (SDOs) in sharing requirements to 231 

support development of implementable specifications, in particular collaboration with HL7 Europe 232 

and IHE to support the development of a HL7 FHIR Implementation guide. As part of this is looking 233 

at what is available as FHIR IPS implementation guide 234 

 

1 In epSOS Large Scale Pilot, cross-border exchange started in November 2011 between Italy and Greece, followed by Spain and other MSs 

2 First EU citizens using ePrescriptions in other EU country under eHDSI and MyHealth@EU. 

3 Bruthans, J., & Jiráková, K. (2023). The current state and usage of European electronic cross-border health services (eHDSI). Journal of Medical  

Systems, 47(1), 21. 

https://ec.europa.eu/commission/presscorner/detail/en/ip_18_6808
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- Development of logical models for PS, based on available sources and in discussion with Task 6.1 235 

contributors.  236 

- Identification of the source requirement for each data element in the models. 237 

- Identification of the preferred code systems and associated value sets creation rules and contents. 238 

- Application of a conformity model, based on the HL7 FHIR Implementation obligation framework. 239 

(for future deliverable, not part of this document) 240 

The resources used for this work were: 241 

- eHealth Network guideline on Patient Summary, release 3.4 242 

- Additional eHealth Network guidelines 243 

o Laboratory Result Reports, version 1.1 244 

o Hospital Discharge Reports, version 1.1 245 

o Medical imaging studies and reports, version 1.1 246 

- MyHealth@EU Requirements Catalogue, version 9.0.0, 2025-03-24 247 

- MyHealth@EU CDA Implementation Guide, version 9.0.0  248 

- Standards from Standards Development Organizations 249 

- HL7 Europe FHIR Implementation Guide (joint project with Xt-EHR) 250 

- ISO/DIS 27269:2024 and 2025 International Patient Summary (2025 released shortly before document 251 

was ready so only limited alignment) 252 

The development of the PS logical model was subject to certain constraints, particularly the requirement to 253 

maintain alignment with models common to all tasks. As a result, the common models may be temporarily 254 

misaligned between documents and changes may occur during the project due to the continuous alignment 255 

effort continuously between tasks working on different EHDS priority categories. 256 

Additional information about the source documents. The requirements catalogue is maintained within the 257 

European Commission document management which also means that they are available only with 258 

authorisation. Any request to access documents shall therefore me communicated with DG Sante.  259 
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6 STATE OF THE PLAY OF THE PATIENT SUMMARY IMPLEMENTATION 260 

6.1 Overall context of the Patient Summary 261 

The concept of PS has been part of various international standardisation efforts, including those by IHE, HL7 262 

and CEN/ISO. Building on the former global initiatives (IHE Patient Care Coordination (PCC) and IHE 263 

Continuity of Care Document (CCD)), the European Patient Summary was developed to support the 264 

continuity of care across borders. Its development was initiated in the epSOS Large Scale Pilot, where it was 265 

one of the two initial documents—alongside ePrescription/eDispensation—to be exchanged between 266 

electronic health records across EU Participating Nations. 267 

The initial purpose of the PS was to provide continuity of care to a patient in case of emergency and 268 

unplanned care. The project ultimately aimed to strike a balance between clinical usefulness, interoperability, 269 

and national feasibility, to allow for cross-border exchange. Also  in epSOS, other PS cases were developed: 270 

112-Emergency, specific for emergency situations, Medication Related Overview (MRO), to provide info to 271 

pharmacists for an informed dispensation, Health Care Encounter Report, to return information on new 272 

findings, procedures and therapies, after an encounter while abroad (a sort of precursor of the Discharge 273 

Report) , and the Patient Access, the possibility for a patient to request his PS, into a selected languages 274 

(further developed and piloted in PATHeD Project). 275 

The CEN International Patient Summary was developed starting from the epSOS, and subsequently from 276 

the European Patient Summary. Later, the European Patient Summary evolved into the ISO IPS. 277 

The European Patient Summary in MyHealth@EU and in XpanDH discusses the possibility of addressing 278 

rare diseases, planned care, and possible new organisation per phase of pathology, as requested, e.g., by 279 

Oncologists. 280 

 281 

6.2 Analysis of existing specifications 282 

To support implementation and alignment across Europe, a set of specifications and guidelines has been 283 

developed over time. Two key reference documents in this regard are:  284 

The eHealth Network guidelines, or eHN guidelines 285 

The eHealth Digital Service Infrastructure (eHDSI), subsequently referred to as MyHealth@EU, 286 

Specifications and Assets. 287 

The guidelines are legally non-binding since the eHealth Network (eHN) is not a co-legislator/authority but 288 

a Member States voluntary board to implement the EC/Dir 2011/24 on cross-border healthcare and, in 289 

particular, Art. 14 on eHealth. However, the adoption by the eHN members represents the commitment from 290 

Member States to use them to create convergence plans at the national level.  291 

Starting from Version 3, the eHN Guidelines are project and technology independent, to allow a broader 292 

adoption at the national level. Cardinalities are not specified, nor the Value Sets, but just the preferred code 293 

systems are indicated. 294 

MyHealth@EU was always a voluntary initiative, meaning that Member States could join if they wanted. 295 

However, when joining the initiative, the Member States were obliged to use the MyHealth@EU 296 
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specifications based on the requirements set by the eHN guidelines. With the entry into force of the EHDS 297 

Regulation, it is now mandatory for all Member States to join MyHealth@EU, according to the set time plan 298 

and specifications that are under development. 299 

MyHealth@EU specifications and assets are project-specific and technology-specific. In particular, the PS is 300 

currently implemented as HL7 CDA R2, Level 3 (structured and coded) and Level 1 (structured header and 301 

embedded PDF type A). 302 

From 2029 onwards, participation in MyHealth@EU will be mandatory for all Member States, and the 303 

specifications will be legally binding. At that point, the eHN guidelines will be phased out and integrated 304 

into the official European Electronic Health Record Exchange Format (EEHRxF) specifications 305 

As indicated in Section 5, the current specifications are the following: 306 

- the Patient Summary Guidelines, v3.4 as the most recent version4.  307 

- the MyHealth@EU specifications and assets in Routine Operation referring to the so-called Wave 7. 308 

Wave 8 will enter Routine Operation in Q4 2025.  309 

- The last released specification and assets, still in Pre-Production Testing are Wave 9: In this task we 310 

will consider the Requirements Catalogue, v9.0.005 as the most recent version. The Master Value Set 311 

Catalogue, MVC9.0.06, and the CDA Implementation Guide 9.0.07.  312 

 313 

6.3 Patient Summary questionnaires 314 

During the first months of the Joint Action, WP6 performed a comprehensive analysis of the state-of-the-art 315 

of the PS in the Union. This work was made possible by liaising with the eHDSI PS Cluster workgroup and 316 

expanding their excellent work. The PS Cluster working group consists of 22 MS interested in the 317 

implementation of the PS. The goal of the activity of WP6 was twofold: 318 

1. Understand whether and how the MS are complying with the current eHN Guidelines and eHDSI 319 

Requirements Catalogue. 320 

2. Perform a gap analysis and identify potential improvements to the specifications, which will support 321 

WP6 in the refinement of the specifications. 322 

In order to pursue these goals, WP6 performed a thorough analysis of the PS Questionnaire, which the PS 323 

Cluster workgroup asked MS early 2024 to take part in. This survey collected information about the 324 

availability of coded data and the national characteristics of PS, which is divided into three sections: “Patient 325 

data/patient identification”, “Patient clinical data” and “PS data”. 326 

In July 2024, 18 countries out of 22 included in the survey have responded to the PS Questionnaire, with a 327 

response rate of 82%. The results of the questionnaire are to be found in Annex 1 328 

 

4 https://health.ec.europa.eu/ehealth-digital-health-and-care/digital-health-and-care/eu-cooperation/ehealth-network_en#ehealth-network-

guidelines 

5  MyHealth@EU Requirements Catalogue v9.0.00 (EC internal resource with restricted access) 

6 eHDSI/MyHealth@EU Master Value Catalogue (EC internal resource with restricted access) 

7 https://art-decor.ehdsi.eu/publication/epsos-html-20250519T123531/index.html 
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6.3.1 Key outcomes and proposals based on the questionnaire results 329 

The analysis of the PS Questionnaire responses reported in the previous paragraphs leads to the conclusion 330 

that there is an overall low conformance to the current PS specifications among the MSs’ EHR systems, with 331 

specific issues related to the data quality. 332 

For this reason, a proposal could be to identify an alternative set of specifications in which the cardinality of 333 

the requirements related to the lowest conformance rate among the MSs could be relaxed. The relaxation of 334 

the requirements in the set of specifications aims to enable a wider exchange of data across the EHRs of the 335 

EU, in line with the objectives of the EHDS Regulation, to let the data flow and data actually follow the 336 

patients. The set of specifications containing requirements characterised by a lower degree of cardinality will 337 

be detailed at a later stage. The data model proposed in the dedicated section does not consider, for now, this 338 

possible relaxation of some data elements. 339 

Change Proposal by eHDSI/MyHealth@EU, which will eventually occur or have already occurred, will be 340 

taken into consideration in the case they would provide content to be integrated in the current version of the 341 

PS. 342 

An additional source of evolution of the PS is represented by the analysis of the convergence between the 343 

European PS and the International Patient Summary. The comparison which was undertaken during the 344 

project has shown that IPS could bring out opportunities for the production or revision of data elements in 345 

the EPS. 346 

To promote the exchange of the PS across the MSs, the transmission of the PS as a simple Original Clinical 347 

Document could be taken into consideration for these EHR systems with a low conformance degree to the 348 

set of specifications, as well as the transmission of unstructured data. This proposal shall be discussed only 349 

after outcomes concerning the implementation of an EHR conformance model are produced by the Xt-EHR 350 

joint working group, including the participants of all the Work Packages. 351 

The low level of conformance at this stage needs to be kept in mind when revising the requirements and 352 

especially when considering the different ways of implementation. We must have a short-term and a long-353 

term goal to work with, as the targets of EHDS are both to achieve cross-border and national Patient 354 

Summary data sharing. In regard to national patient summaries, there will be an impact between the 355 

introduction of the cross-border PS and the convergence of the national, but there is still a level of adoption 356 

which will most likely be done differently between countries.  357 

  358 
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7 ANALYSIS OF RELEVANT GUIDELINES, SPECIFICATIONS AND 359 

STANDARDS 360 

As described above, the creation of the PS is a long-term endeavour.  The outcomes of these projects were 361 

multiple, and in the next sections, we highlight the most important outcomes regarding products.  362 

 363 

7.1 eHealth Network Guidelines  364 

The purpose of an eHealth Network guideline is to describe business requirements for interoperable sharing 365 

of health data. The guideline aims to facilitate the sharing of health data across national borders within the 366 

EU/EEA as well as to support all Member States in their respective national eHealth priorities. The guideline 367 

also aims to be a single point of strategic-level decision-making. The guideline is developed with the aim of 368 

being applicable and useful for further elaboration and detailing during implementation activities, such as 369 

in setting use-case specific technical requirements or when developing implementation guides.  370 

Use cases supported are developed inside the individual guidelines themselves. Initially, the first two 371 

guidelines, PS and electronic prescriptions, supported sharing health data of a patient from the country of 372 

affiliation (referred to as "Country A") with a healthcare professional in the country of treatment (referred to 373 

as "Country B"), with some exceptions, but guideline versions after 2019 aim to support both domestic and 374 

cross-border use cases.  375 

Currently, the guideline documents are developed by the eHealth Network subgroups and the decision to 376 

adopt a guideline is made by the eHealth Network. During 2024 the eHealth Network subgroups performed 377 

an assessment of the consistency of existing guidelines both regarding the textual sections and the data sets.  378 

Changes to improve consistency between guidelines were adopted at the November 2024 meeting of eHealth 379 

Network. The analysis of dataset consistency has been provided for use by Xt-EHR in the reuse of the 380 

guidelines for developing harmonised data sets 381 

 382 

7.2 MyHealth@EU 383 

MyHealth@EU is the European eHealth digital service infrastructure that facilitates cross-border health data 384 

exchange between Member States. It plays a pivotal role in ensuring that EU citizens will be able to access 385 

healthcare services seamlessly across borders, fostering cooperation among health systems in the digital era. 386 

The platform is an essential component of the EU's broader agenda to promote a Digital Single Market in 387 

health, allowing citizens to receive healthcare services even while travelling or living in other EU countries. 388 

Originally launched under the eHDSI (eHealth Digital Service Infrastructure), it facilitates the secure and 389 

interoperable exchange of patient data across Member States. Patient Summaries and ePrescriptions are the 390 

primary services currently supported, with future expansions aligned to the EHDS Regulation.  391 

The role of MyHealth@EU in PS Interoperability is significant. MyHealth@EU builds on the eHealth Network 392 

Guidelines, with further defined business and clinical requirements.  The result, the MyHealth@EU 393 

Requirements Catalogue, specifies the functional and technical criteria to enable cross-border 394 

implementations. Within WP6, MyHealth@EU provides a key reference framework for Conformity 395 
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assessment, ensuring Member States’ systems meet common interoperability standards. Semantic alignment: 396 

through defined code systems and value sets. Implementation models: using HL7 CDA, FHIR, and logical 397 

data models proposed in this document. The PS in MyHealth@EU is governed by structured formats (e.g., 398 

CDA, and now evolving towards FHIR).  399 

The MyHealth@EU infrastructure requires National Contact Points for eHealth (NCPeHs) that must ensure 400 

compatibility with the MyHealth@EU exchange formats, provide structured, coded clinical data as per 401 

conformant categories defined in the MyHealth@EU catalogue and transition from CDA to FHIR-based 402 

implementations where applicable (guided by HL7 Europe and IHE)8. 403 

In the following table, the sections constituting the PS are shown, classified by the optionality attributed to 404 

them by MyHealth@EU. According to the definitions provided in the MyHealth@EU Requirements 405 

Catalogue, sections classified as “Basic” must be present in the PS, while sections classified as “Extended” 406 

can be omitted entirely. 407 

 408 

Figure 1 - Sections of the PS according to the optionality attributed by MyHealth@EU. 409 

 

8 MyHealth@EU Requirements Catalogue v8.0.00 

Change Proposals CP086–CP091 

eHDSI Technical Specifications (current and archived) 

HL7 FHIR Implementation Guide (Joint Action contributions) 

eHN PS Guidelines v3.3 
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subject)

Author (required)

Attester (optional)

(Custodian -
optional)
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Allergies and 
Intolerances

List of current 
problems/diagnosis

Medical devices

Significant procedures

List of current 
medicines (Medication 
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Extended 
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Vaccinations
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7.3 Convergence towards ISO 27269 International Patient Summary (IPS) 410 

As part of the work undertaken, the IPS has been identified as a qualified source to assess the usefulness of 411 

the work of this task under Xt-EHR, preparing for this document. As previously mentioned, IPS was derived 412 

from EU PS, but follows different trajectories. In the last three years, the process to align EU PS and IPS was 413 

started in the eHN Guidelines and MyHealth@EU. Ensuring that international and European specifications 414 

are aligned will be important for future data sharing with countries not using the EU PS and for MS that have 415 

implemented IPS. The use of the IPS elements is subject to ISO's ownership and has hence been carefully 416 

assessed to ensure copyrights are respected.  417 

The IPS is composed of the sections described in the following table according to their optionality 418 

classification. 419 

 420 

Figure 2 - Sections of the Patient Summary according to the optionality attributed by ISO IPS 421 

The current effort in eHN Guidelines and MyHealth@EU is to get the alignment between the EUPS and the 422 

IPS. 423 

The same effort is performed in Xt-EHR T6.1, in an attempt to find a common agreed solution as input to the 424 

Implementing Act and associated Implementation Guides. 425 

 426 

7.4 European Health Data Space (EHDS) Regulation (EU) 2025/327  427 

On 11 February 2025, the European Parliament and the Council adopted Regulation (EU) 2025/327 on the 428 

European Health Data Space (EHDS). This landmark legislation aims to enhance patient access to and control 429 
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over their own electronic health data, foster data interoperability, and enable secure cross-border sharing of 430 

health information. The EHDS Regulation provides a robust legal basis for both the primary use of electronic 431 

health data – supporting continuity of care across Member States – and the secondary use of such data, 432 

including research, innovation, policy development, public health emergency response, and official 433 

statistics.  434 

This document acknowledges the EHDS framework and specifically aligns Patient Summary (PS) 435 

requirements with:  436 

• Article 15, mandating the development of the European Electronic Health Record Exchange Format 437 

(EEHRxF);  438 

• Article 36, outlining general requirements for EHR systems in terms of interoperability and security;  439 

• Other provisions ensuring that patients have immediate electronic access to personal health data while 440 

respecting confidentiality, data minimisation, and the right to mask sensitive information if national law 441 

allows.  442 

The EHDS Regulation introduces a common legal and technical framework for sharing personal electronic 443 

health data within the Union. Key elements influencing PS include:  444 

1. Primary vs. Secondary Use  445 

a. Primary use covers direct patient care, guaranteeing that natural persons can easily 446 

access and share their PS with authorised providers (Recital (9), Article 6).  447 

b. Secondary use addresses how aggregated or pseudonymized PS data may be 448 

leveraged for research, innovation, policymaking, and other societal benefits (Recitals (52)– 449 

(55).  450 

2. Cross-Border Infrastructure: MyHealth@EU  451 

a. The EHDS mandates that Member States connect to MyHealth@EU for cross-border 452 

health data exchange (Recitals (33)– (34), Article 11), ensuring PS can be transmitted securely 453 

whenever patients receive treatment abroad.  454 

3. Conformity Assessment of EHR Systems  455 

a. Under Chapter III of the Regulation, EHR systems – including those generating or 456 

handling PS – may be subject to a self-certification scheme if they process “priority 457 

categories of electronic health data” (Recitals (36)– (40).  458 

4. Patient Rights and Access Control  459 

a. The Regulation reinforces the immediate, free-of-charge, machine-readable access to 460 

PS for patients (Articles 3-4), plus restricting of access to particularly sensitive data elements 461 

for health professionals (Recitals (17)– (18), Article 8, Article 10).  462 

5. Rights and obligations of Health Professionals  463 

a. The regulation enforces obligation of healthcare providers and professionals to 464 

record and update the PS (articles 11-12)  465 

b. Healthcare providers and health professionals are obliged to register the PS  466 

6. Obligations of Member States  467 

a.  Member States shall establish electronic access services for patients to access the PS 468 

(Article 4)  469 

b. Member States shall establish health professional access services enabling access to 470 

the PS (Article 12)  471 
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8 USE CASES 472 

The following use cases aim to reflect the logic of the eHealth Network guidelines while aligning with the 473 

objectives of the European Health Data Space (EHDS). They also incorporate the diversity of contexts in 474 

which the Patient Summary (PS) may be used.  475 

Each use case provides a brief explanation of its purpose, relevance, situation, context, key actor, and 476 

functional process steps.  477 

These scenarios reflect a high level of consensus on what constitutes essential European eHealth services, as 478 

established in Directive 2011/24/EU on the application of patient’s rights in cross-border healthcare. 479 

To support interpretation and comparison, all use cases are presented following a common structure and can 480 

be mapped onto key stages of the PS lifecycle: creation, access, update, and use across borders.  481 

The following figure has been created to provide a simplified representation of the PS lifecycle. The specific 482 

details are further described in the use case tables presented below.  483 

 484 

Figure 3 Image of process of the PS 485 

eHN PS Guidelines Release 1 covered the Unplanned Care. This was defined by Emergency Health 486 

Professionals and GPs as a synthetic document. Data elements were selected to be concise and easily 487 
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implementable according to the MSs realities, providing acceptable coverage of the cases to be addressed, 488 

indicating the minimum mandatory data set, called “Basic”, which allow to classify a clinical document as a 489 

PS, and the maximum data set, called “Extended”, to be translatable for cross-border use. 490 

eHN PS Guidelines Release 2 began to focus on usability for planned care, providing a roadmap for MSs to 491 

implement. 492 

In Release 3 of this guideline, additions were made to fill existing gaps (e.g. increased support for the 493 

treatment of patients with rare conditions) as well as to extend the planned care context that requires a wider 494 

range of information that can be presented to the health professional in country B. This can, e.g. include some 495 

elements for the continuity of care to achieve better health outcomes. Planned Care documents require 496 

completeness and higher granularity to transfer all relevant information for the specific pathology, 497 

necessitating a wider range of detail for already specified elements from Release 2, such as laboratory 498 

findings and results.  499 

Lessons learned from the experience of the COVID-19 Pandemic show that in case of health care emergencies 500 

immediate collection of data on citizens/patients is key to monitor the emergency and to identifying possible 501 

solutions. Having a visible and comprehensive PS definition at the European level can serve as the starting 502 

point for data collection standardised at the European level. Moreover, it may foster compliant 503 

implementations at the national and regional levels. Therefore, consensus on the PS should be promoted, 504 

and its visibility should be enhanced. 505 

 506 

8.1  Actors 507 

This chapter describes actors involved in PS workflows. Actors represent abstract roles performed by 508 

business actors (healthcare roles) or technical actors (systems and applications). This actor model follows the 509 

approach outlined by relevant Integrating the Healthcare Enterprise (IHE) profiles such as Cross-Enterprise 510 

Document Sharing (XDS) and Patient Care Coordination (PCC).   511 

8.1.1  Business actors 512 

Patient summary Creator - An actor responsible for generating and finalising the Patient Summary (PS). 513 

Typically, this role corresponds to hospital-based or clinic-based information systems, which assemble 514 

structured clinical and administrative data into a PS, and Health Professionals (HP) who manually build the 515 

PS, selecting the clinical info to be included.  516 

Patient summary Data holder - An actor responsible for storing the PS (i.e. the PS Custodian), maintaining 517 

them securely, and facilitating their access and retrieval by healthcare providers or patients. This can be as a 518 

Technical Actor, a repository that can be regional, national, or cross-border. The PS Repository publishes 519 

metadata and responds to retrieval requests from consumers.  520 

Patient Summary Consumer - The final user of the PS, typically representing clinical or patient-facing 521 

applications. This actor retrieves, views, and processes PS information for clinical follow-up, continuity of 522 

care, or patient self-management purposes.  523 
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8.1.2  Technical actors 524 

To support the expected functionalities a set of specific technical actors are defined. These actors focus on the 525 

preservation, exchange of data and semantic assets to provide interoperability – they represent atomic 526 

functionalities that may be implemented in different configurations depending on the situation and 527 

architecture – for cross-border, national or internal EHR system exchange. 528 

Document Source - The Document Source creates and submits a structured PS. It sends these documents 529 

and associated metadata to the Document Repository for storage and indexing, enabling future retrieval by 530 

authorised healthcare providers, or patients and/or their legal representatives. 531 

Document Repository - The Document Repository securely stores PS. It maintains document persistence, 532 

assigns unique identifiers, and facilitates secure retrieval by Document Consumers. It registers stored 533 

documents with a Document Registry, ensuring their visibility within document-sharing infrastructures.  534 

Document Registry - The Document Registry maintains metadata about each stored PS. This includes 535 

indexing information, patient identifiers, clinical coding data, and document locations (links to repositories). 536 

It handles queries from Document Consumers and enforces data access policies according to applicable 537 

regulations.  538 

Document Consumer - The Document Consumer queries Document Registries based on patient identifiers, 539 

clinical criteria, or document attributes, retrieving the desired PS from repositories. Typical implementations 540 

include healthcare provider EHR applications, cross-border health data portals, or patient health record 541 

applications. 542 

 543 

8.2 List of relevant Use Cases 544 

8.2.1 Create the Patient Summary 545 

 546 

Title  Manual creation of Patient Summary by Health Professional (HP) 

Purpose Creating a PS by a HP 

Relevance Provision of concise and curated information on patient’s medical 

background for sharing on a regional, national or cross-border scale. 

Manual creation remains relevant when the healthcare organisation assigns 

to the Health Professional in charge for that patient, the task of concentrator 

of the patient’s clinical info. 

Furthermore, in many current situations where EHR systems are not fully 

integrated. It also supports flexibility, allowing health professionals to 

prioritise and profile the relevant information for that specific patient. 

Data portability between the different sources of clinical information and 

the system to support the creation / create the PS shall be guaranteed. 
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Domain Patient Summary 

Situation National, regional or cross-border 

Context Patient is regularly treated by HP (e.g. general practitioner) who is well 

acquainted with patient’s medical history and has access to patient's health 

records. 

The PS is based on the HP’s comprehensive knowledge of the patient’s 

health evolution over time and may be adapted to its intended clinical 

purpose. This may include planned care scenarios in which the PS is 

prepared by the HP to support upcoming consultations, referrals or 

procedures. 

Data portability between the different sources of clinical information and 

the system to create the PS shall be guaranteed, directly or through 

transformation / transcoding and mapping univocal, reliable and repeatable 

processes. 

Information  Patient Summary  

Participants Citizen/Patient  

HP in the patient's country of origin 

Functional 

process steps 

The patient is treated by a HP (e.g. general practitioner, family doctor)  

The HP reviews the patient’s health records and identifies content that falls 

under the category of PS.  

The HP creates a PS based on the available information.   

The HP selects and refines the information, removing redundancies and 

adjusting content to the clinical context and purpose. 

Depending on the clinical scenario, the HP may find it useful to organise or 

highlight information according to specific needs (e.g., structuring data in a 

specific order in extensive reports, or highlighting information to support 

safe dispensation). 

Depending on the capability of the local EHR system, national digital 

infrastructures and availability of EHR, the process of creation can be 

facilitated by semi-automatic steps. For example, the HP can tag the relevant 

existing records and include them in the PS. The EHR system may perform 

automatic look-up for relevant records and automatically generate a draft 

PS.  

The HP reviews the PS and creates the final (curated and personalised) 

version. The HP authorises (and digitally signs) the PS. 
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The PS is made available to authorized healthcare providers and HPs.   

 547 

Title  Automatic (on-the-fly) creation of Patient Summary 

Purpose Creating a PS by means of automatic collection and compilation of relevant 

records from multiple sources. 

Relevance Provision of concise information on patient’s medical background for 

sharing on a regional, national or cross-border scale. 

This approach supports scalability and helps ensure that the information is 

up to date when needed.  

It is particularly useful where time is a critical factor in unplanned or 

emergency care, where prior preparation is not possible. 

Being independent from HPs, this approach has historically mostly been 

used to facilitate PS creation, regardless the availability and commitment to 

create and maintain the PS. 

Domain Patient Summary 

Situation National or regional, cross-border 

Context Patients are treated - by different healthcare providers and HPs. Important 

information on medical background is encountered at various stages and 

locations alongside the patient’s pathway and recorded within the 

provision of healthcare services. The information categorised as PS is timely 

recorded in the local EHR system. Depending on the digital health 

infrastructure and national regulations, the PS record is submitted to the 

central national/regional EHR repository.  Automatic creation of PS is 

provided by means of a dedicated national/regional EHR system. The 

automatically generated PS includes all relevant records from all relevant 

sources (authors). 

Information  Patient Summary  

Participants Citizen/Patient  

Healthcare providers and HPs in the patient's country of affiliation (country 

A) - providing original (single) PS records. 

PS Authoring Institution: Digital health authority or other authorised entity 

in Country A – Provides the sources of information for the creation of the 

PS: document creator / signing authority 

Optionally: Healthcare providers and HPs in patient’s country of treatment 

– initiating automatic creation of PS 
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Functional 

process steps 

The patient is taken care of by a healthcare provider organisation.  

The HP who provides treatment registers in an EHR what is relevant for the 

given healthcare service. The HP is the author of this (single) record, and 

the healthcare provider is the author organisation. 

The PS is created from the information recorded in the EHR system 

automatically. Depending on the digital health infrastructure, the record 

may be submitted to a centralised EHR system (national/regional EHR 

platform or repository). 

Creation of the PS is initiated within the respective national/regional EHR 

system. The process depends on national infrastructures and regulations. 

The following options may apply: 

- Creation is triggered upon detection of a new PS Record (a new 

updated version of PS is created), 

-  Creation is triggered upon request for PS (an up-to date PS is 

created upon query/retrieve) by health professional or, where 

applicable, the patient. 

- Scheduled creation / update of PS (regular schedule for system 

procedures for collecting relevant records and generation of PS) 

Where supported by the system, automatic generation of PS may apply 

contextual structuring based on known clinical scenarios such as oncology, 

or chronic disease to improve usability and clinical relevance.  

The compiled PS is authorised (and digitally signed/sealed) by PS Author 

Institution   

Before finalising the compilation, a QA check step will be performed to 

detect duplicate or conflicting data across different sources, depending on 

system capabilities. 

In the potential case of cross-border use, the structure and content of the 

generated PS may vary to align with conformance requirements and 

language standards.  

The automatically generated PS is available and accessible to authorised 

healthcare providers and HP. 

Automatically created PS shall be stored for traceability and look-up in case 

of the need to legal backward reconstruction of that specific snapshot. 

 548 

 549 
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8.2.2 Request of the Patient Summary  550 

 551 

Title  Patient Summary sharing on a national scale 

Purpose Accessing /downloading PS for the purpose of care on a national level by a 

HP in the MS of affiliation. 

Relevance Patients are treated by different health care providers, often across regions 

or institutions.  Access to PS shall be provided to authorized HPs 

irrespective of the healthcare institution or location of care.  

This access supports continuity of care and is particularly relevant in 

unplanned/emergency situations or when the patient is unable to provide 

accurate health information. It is also relevant for patients with chronic 

conditions or multimorbidity, whose care often involves multiple 

providers. 

PS can be downloaded, to allow storage in another system, safeguarding the 

data portability, if EEHRxF specifications are respected. 

Access/download to PS is relevant in diverse clinical contexts, such as 

planned and unplanned care, emergency situations involving unconscious 

patients.  

It has also been proposed to provide partial access to pharmacists, for 

supporting correct medication dispensation (e.g. about known allergies): 

Medication Summary was defined for this specific purpose, as a subset of 

the PS. If the PS as a whole is used for a purpose different from the provision 

of care, that has to be made clearly evident to patients, in order to allow 

them the informed, specific decision to allow that access. 

Domain Patient Summary 

Situation National (regional, cross-institutional) 

Context Different health care providers may use different EHR systems. 

Nevertheless, access to PS shall be possible for the health professional for 

the purpose of treatment by means of health professional access services in 

accordance with EHDS Article 12. Note: EHDS compliant EHR systems 

(EHDS Article 3) will provide the access by default. Healthcare providers 

and professionals using existing (not yet compliant) EHR systems may use 

the health professional access service provided by Member State. 

Information   Patient Summary  

Participants Individual/Patient  

HP in patient's country of affiliation (country A)  
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Functional 

process steps 

The patient is treated by a HP 

The HP is identified, authenticated and authorised  

The patient is identified in accordance with Member State’s regulations  

The PS is electronically transferred from the originating EHR system to the 

HP at the given healthcare provider  

Rules on access to PS shall apply regarding Member State’s national 

regulations (e.g. accessible only to authorized HPs; conditions as regards 

type of medical service, referral, etc,)  

The HP retrieves the PS and uses it to provide health care services.  

 552 

 553 

Title  Patient Summary sharing on a cross-border scale 

Purpose Sharing information about the medical background and history of a patient 

from their country of affiliation (Country A) with a HP in the country of 

treatment (Country B).  

Relevance Many people request medical help when travelling, working, or living 

abroad. Information about the medical background and history of a patient 

(health data) from their country of affiliation should be available to both 

citizens and health professionals in Europe (in their preferred Union 

language), to ensure continuity of care, avoid adverse events and support 

safe decision-making. 

Treating patients without access to relevant medical history is hazardous 

and inefficient. Benefits include improved quality of care and patient safety, 

reduced effort in gathering/exchanging health information, and access to up-

to-date information to treat and care for a patient.  

Access to PS is relevant across various clinical scenarios where up-to-date 

and structured health data is critical, including emergency care, pathology 

specific treatment (e.g. in oncology, cluster medical data per stage of the 

pathology). 

In the case of Emergency, it was suggested by Emergency doctor, to provide 

a special PS view, by displaying first the Alert, or specific elements flagged 

as information important in emergency condition, when time is one of the 

most critical assets. This concept of Alerts is included in the eHN Guidelines 

and IPS, but still to be implemented. It would be advisable to consider the 

possibility of providing display tools able to sort the medical data by 

relevance/urgency. 
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Domain Patient Summary 

Situation Cross-border 

Context Different countries operate different health care systems, support their own 

culture for healthcare provision, and may use different (or several different) 

language(s) and possibly different clinical vocabularies and legal basis for 

the data processing. This raises challenges (e.g. in semantic interoperability) 

for the support of cross-border exchange of health data and may result in 

limitations in the use of patients’ medical information during patient 

treatment and care process in different European countries.  

A PS provides health information on important aspects such as allergies, 

current medication, previous and current illnesses and surgeries, lifestyle 

indicators etc. These are necessary for the proper treatment and care of a 

patient, especially when there is a language barrier between the HP and the 

patient.  

Two Use Cases are possible with regards to the Patient Summary (PS). The 

first is the one in which an occasional visitor needs his/her PS in country B 

for emergency, unplanned or planned care. The second is the one in which 

the person is a regular visitor in country B (i.e. someone who lives in one MS 

but works in another MS). The distinguishing characteristic is that the HP 

may have some information available from previous encounters in this type 

of regular visitor. Both, a PS from country A and one from country B, could 

be consulted. Here the Use Case of the occasional visitor is described.  

Information  Patient Summary  

Participants Citizen/Patient  

HP in patient's country of affiliation (country A)  

HP in country of treatment (country B) 

Functional 

process steps 

(With the reservation that preconditions are met)  

The patient consults a HP in country B  

The HP is identified, authenticated and authorised  

The patient is identified (identity confirmed by country A)  

HP provides information to the patient on how personal health data in the 

PS will be collected and processed.  

The PS is electronically transferred from the patient's country of affiliation 

(country A) to the HP in the country that she/he is visiting (the "country of 

treatment/country B)") in a secure way,  and the HP has to show to the 

patients/citizens the processing of their personal health data before 
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consulting their PS in their affiliation country language (this document is 

called PIN (patient information notice))  

The HP retrieves the PS and uses it to provide health care service.  

The PS should be presented to the HP in an understandable way regarding 

language, structure and vocabularies. The coded elements should be 

translated in the Country B language, or at least made available in English, 

 554 

 555 

Title  Request for the Patient Summary by the Patient or patient’s representative 

Purpose Access to PS by means of electronic health data service (EHDS Article 4) 

Relevance Provision of access to PS to natural person (read access only, download in 

EEHRxF). 

Access to the PS by the patient or their representative is essential for 

transparency, supporting patient autonomy and continuity of care. It 

enables individuals to better understand their health status, prepare for 

consultations and share their information when seeking care across 

different places or institutions.  

Domain Patient Summary 

Situation National or regional, cross-border 

Context Patients (or their legal representatives/proxies) have the right to access their 

PS and obtain (download) the PS in the EEHRxF by means of electronic 

health data service (patient portal and/or mobile application).  

The availability and features of these services may vary depending on the 

country. Actual usage may be influenced by the patient’s (or 

representative’s) digital literacy.  

This access is particularly useful in situations where patients need to consult 

their records before a medical appointment, coordinate care across different 

providers or carry their health information while traveling.  

Not just for cross-border use, it may be relevant to request the PS in a 

language different from the official Country of Affiliation. Several cases 

apply: Country A has more than one language, or the citizen is a foreigner, 

affiliated to Country A, but he does not fully understand the local language, 

or the citizen is planning to visit another Country: he would get the PS in 

the language of the Country where he foresees to be, with the medical legal 

validity of an officially release clinical document. The document may be 
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handed to a HP in Country B, in case the citizen needs care. This last case is 

also called “Patient Mediated Access”. 

Information  Patient Summary  

Participants Patient /patient’s representative 

Functional 

process steps 

Patient (or their legal representative/proxy) signs in the patient portal or 

mobile application. Depending on the system, authentication may require a 

national eID or other secure login methods.  

Patient requests their EHR and selects PS. 

Patient accesses the content of their PS. Information should support patient 

readability. While the PS is primarily intended for clinical use, 

complementary explanations, meaningful labels or additional language 

support could be considered to improve patient understanding.  

Patient may decide to retrieve (download) the Patient Summary. The PS is 

provided in the EEHRxF and may be stored in the EUDI Wallet 9 when 

supported.  

- Downloaded files may be used for sharing with other healthcare 

providers, for personal reference or when seeking care abroad.  

 556 

8.2.3 Update the Patient Summary 557 

Title  Update the Patient Summary after provision of healthcare service 

Purpose Update the PS with the latest relevant information after an Encounter, a 

Procedure, a Treatment/Therapy 

Relevance Update of PS, registration of new information 

Update of the PS is essential to ensure that clinical decisions are based on 

the most accurate information. Lack of updates may lead to outdated or 

missing information being shared, increasing the risk of medical errors, 

duplication of tests or inadequate treatment. 

Domain Patient Summary 

Situation National or regional, cross-border 

Context PS needs to include up-to date information at a given time to remain 

clinically useful. Wherever pertinent information is registered, the PS needs 

to be updated.  

 

9 EU Digital Identity Wallet Home - EU Digital Identity Wallet - 

https://ec.europa.eu/digital-building-blocks/sites/display/EUDIGITALIDENTITYWALLET/EU+Digital+Identity+Wallet+Home
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Information  Patient Summary  

Participants Patient  

Health professional 

Functional 

process steps 

Patient is treated by HP. 

The HP who provides the treatment encounters new information which is 

relevant for PS (e.g. medical procedure, vaccination, allergy).   

HP updates the PS.  

Note:  

The operational procedure of updating PS may depend on both capabilities 

of national digital health infrastructures and organization of healthcare. The 

following possibilities may apply: 

- The PS is updated on-the fly, no manual action needs to be taken by health 

professional.  

- The update may be performed (semi)automatically in the EHR system. For 

example, when HP completes and updates a Discharge Report or records a 

vaccination record in the EHR system, the EHR system may automatically 

create an updated version of PS 

- If the PS is created manually, not all HPs are authorised to make an update. 

The health professional who treats the patient only registers relevant 

(pertinent) information (e.g. discharge summary). HPs who are authorised 

to edit the PS (e.g. patient’s general practitioner) receive an automatic 

notification every time the relevant information is available.  

In many cases, the EHR serves as a primary source of information for 

updating the PS. Where supported, its completion may trigger an 

automated update or a notification to the professional responsible for 

maintaining the PS.  

In all cases, it is important to ensure traceability of updates and clarity in 

version control. 

 558 

 559 

Title  Automatic update of the Patient Summary after provision of healthcare 

service 

Purpose Update the PS with the latest relevant information 

Relevance Update of PS, registration of new relevant information 
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Domain Patient Summary 

Situation National or regional, potential cross-border 

Context PS needs to include up-to date information at a given time. Wherever 

pertinent information is registered, the PS needs to be updated.  

Automatic updates ensure that the PS remains clinically accurate and 

reduces the burden on health professionals.  

Information  Patient Summary  

Participants Patient  

Health professional 

Functional 

process steps 

Patient is treated by health professional. The HP who provides the 

treatment registers new information that is relevant for PS (e.g. diagnosis, 

medical procedure, vaccination, allergy).   

The update is performed automatically upon receipt of new information (or 

notification that new relevant information was recorded). The detailed 

technical procedure depends on the Member State’s digital infrastructure. 

The following options may apply: 

No need for explicit update, the information will be automatically included 

upon a new request for PS 

Notification on new information. Upon notification, a retrieval of new 

information is performed, and a new version of PS is generated.   

 560 

Title  Patient’s request to rectify the PS and/or inclusion of patient’s provided 

information 

Purpose Update the PS with patient’s provided information 

Relevance Request to rectify info may avoid propagation of mistakes 

Patient’s provided input may help clinical decisions 

Domain Patient Summary 

Situation National or regional, potential cross-border 

Context PS needs to include up-to date, correct information at a given time. 

Wherever pertinent information is registered, the PS needs to be updated.  

Patient’s provided information shall always be clearly identifiable within 

the PS, not to affect the medical legal validity of the original PS. 
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Inclusion of patient’s provided info, as rectification of previous information, 

or as additional reported condition shall always be performed by HP 

authorised to update and sign the PS. 

Information  Patient Summary  

Participants Patient  

Health professional (HP) 

Functional 

process steps 

Patient is treated by HP. The HP who provides the treatment registers new 

information that is relevant for PS (e.g. diagnosis, medical procedure, 

vaccination, allergy).   

The patient, who requested the PS, may recognise some data are not 

properly recorded, or new relevant information, from the patient 

perspective, might be added. 

A controlled process shall be made available to the patient to provide both 

requests of rectification and provision of the additional information. 

The HP in charge shall take actions if the provided information is recognised 

as relevant to fix errors/incompleteness, and/or include them as “patient’s 

provided information. Differences in the procedures may apply according 

to MSs specificities. 

 561 

9 IMPLEMENTATION GUIDES 562 

This deliverable is developed in alignment with the European Health Data Space (EHDS) Regulation, which 563 

provides the legal foundation for interoperable health data exchange across the EU. In accordance with 564 

Article 15 of the EHDS Regulation, Task 6.1 of Xt-EHR focuses on the development of implementation guides 565 

for Patient Summary (PS) as part of the harmonised categories of electronic health data outlined in Article 14 566 

and Annex I.  567 

The implementation guides developed under this task will contribute directly to the advancement of the 568 

European Electronic Health Record Exchange Format (EEHRxF). They are designed to support both national 569 

and cross-border use of Patient Summaries by specifying how EHR systems should structure, process, and 570 

exchange this document type in a way that ensures interoperability, security, semantic alignment, and legal 571 

compliance. These guides will serve as a practical reference for implementers and system manufacturers 572 

preparing for the adoption of implementing acts defining common specifications for EHR systems under the 573 

EHDS. Particular attention is given to ensuring consistency with HL7 FHIR-based exchange models, the 574 

integration of terminologies such as SNOMED CT and ICD-10. 575 
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The specifications of this deliverable, D6.1, will be using the deliverables D5.110 and D5.211 as a starting point, 576 

including the common metadata framework. Xt-EHR Task 6.1 work is observable in two different 577 

implementation guides:  578 

• Datasets in the form of logical models are provided in Xt-EHR Logical Information Models 579 

Implementation Guide (see 9.3.3).  580 

Xt-EHR logical models (link provided below)  581 

 582 

• HL7 FHIR data exchange specifications will be available at a later stage provided in HL7 Europe 583 

Patient Summary Implementation Guide  584 

The implementation guides are interrelated – all FHIR profiles will be based on the logical models provided 585 

in the Xt-EHR guide, and mapping from logical models to FHIR profiles is provided in the HL7 Europe FHIR 586 

implementation guides.  587 

Xt-EHR logical information models implementation guide content is covered below in the “Data Sets” 588 

chapter (see 9.3.3).  589 

 590 

9.1 Business and functional specifications 591 

The specifications in this deliverable support use cases related to what EHR Systems used by health 592 

professionals need to provide functions for recording, editing, updating and storing of PS records. In case 593 

the PS is created by compilation of multiple sources, the generating system shall be connected to all relevant 594 

EHR systems and provide functions for collecting, compiling, updating, storing and retrieval. 595 

According to EHDS, the Patient has a right to access their data from the PS as well as other prioritised 596 

categories of health data. This is specified in deliverable 5.1. All data sources (EHR systems containing PS 597 

records) need to provide interfaces to patient access services (electronic health data access service, EHDS 598 

Article 4) in order to provide access to and download of PS records. This requirement is mandatory for all 599 

EHR systems subject of Chapter 3 of EHDS regulation. For existing EHR systems, these interfaces can be 600 

provided indirectly via mapping services (e.g. healthcare providers, regional and national intermediate 601 

systems); it is worth noting that such services are not included in this project. 602 

9.1.1 Structure and free text  603 

The balance between the high level of structure and the possibility to add free-text information to the datasets 604 

has been a constant concern in the discussions leading up to the logical models. Where a larger extent of free 605 

text data elements in addition to structured and/or coded data elements would facilitate implementation, it 606 

also poses challenges for checking conformity, doing translation and/or transcoding (within or across 607 

Member State borders), and for overall reuse of data.  608 

 

10 D5.1: Technical Requirements for EHRs and key system interfaces 

11 D5.2: Technical requirements for EEHRxF metadata 
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In the development of the logical models, the need for a pattern with free text as a fallback mechanism—609 

used when structured and coded data cannot or should not be provided—was addressed. There are several 610 

variations of this pattern.  611 

When coded data elements are expected, generally CodeableConcept as a data type from HL7 FHIR is used, 612 

and the free-text alternative is available as an in-built mechanism of that data type.  613 

To allow specification of further details using free text, additional string-typed element is added.   614 

For highly structured datasets, it is also possible to provide a summary text element to be used as an 615 

alternative or complement to the structured and/or coded data elements. Examples are “comment” data 616 

elements throughout the models or text, which can be a summary of the information when structured data 617 

cannot be provided.  618 

9.1.2 Conformity  619 

To assess conformity to the models presented here, each data element needs to be assigned a conformity level 620 

for each context in which data is produced or consumed. In this document only the cardinality is included 621 

and the level of conformity will be included at a later version of the document as this is a model being 622 

produced by the Xt-EHR project at large and not specific to PS.   623 

 624 

9.1.2.1 Conformity of code systems and value sets 625 

At this point no value sets or code systems are marked as mandatory or preferred. However, the technical 626 

frameworks and different profiles (e.g. for cross-border) might impose such requirements. We welcome 627 

feedback on the need for and potential consequences of stating preferred or required code systems/value sets 628 

for certain information elements.  629 

9.1.3  General requirements, Requirements specific to domain 630 

Technical solutions for managing Patient Summary (PS) shall comply fully with Chapter III and Annex II of 631 

the EHDS Regulation (EU 2025/327). Annex II provides essential requirements for harmonised software 632 

components of EHR systems, especially concerning interoperability, data security, logging, and functional 633 

capabilities.  634 

In the context of PS, it is essential to recognise that clinical information included in PS must be structured 635 

consistently to ensure accurate interpretation across healthcare settings. Information must always be clearly 636 

associated with standardised clinical terminologies, including proper coding of diagnoses (e.g., ICD-10), 637 

procedures (e.g., SNOMED CT), medications, and follow-up instructions. Results from different sources or 638 

care episodes should be clearly differentiated, linked appropriately to the care context, and displayed in a 639 

structured manner that avoids misinterpretation or clinical ambiguity. 640 

 641 
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9.2 Semantic specifications (code systems and value sets) 642 

Exchanging PS data across European countries requires the use of standardised code systems to ensure 643 

interoperability. eHealth Network guidelines outline the preferred code systems for cross-border services 644 

visible fx within the MyHealth@EU, such as ICD, SNOMED CT, Orphanet, ICF12, LOINC, NPU etc.  645 

The Use Cases require the ability to convey both meaning and context in the PS to enable safe, high-quality 646 

care. For that purpose, along with the dataset structure, preferred code systems provide concepts that will 647 

be understood by both the provider and the receiver of the PS. Different code systems are used by Member 648 

States. The strategic long-term goal is to gradually reduce fragmentation and converge on the use of 649 

international code systems across Europe. In the future, also considering the expected wider use of new and 650 

emerging international standards such as the International Classification for Diseases 11th Revision (ICD-651 

11), SNOMED CT or the International Classification of Health Interventions (ICHI). Likewise, the ISO 652 

Identification of Medicinal Products (IDMP) suite of standards should be used for medicinal products 653 

identification, as soon as made available by the EMA13 and National Competent Authorities joint SPOR 654 

(Substances, Products, Organisations, Referential) Project.  655 

For a number of data elements one or more preferred code systems has been defined. This has been identified 656 

as a challenge which has been raised with the eHealth Network and work is being undertaken to investigate 657 

and recommend a good way forward to make implementation less challenging.  658 

During the process a discussion around the change of code systems and value sets was initiated and this will 659 

carry on in the eHealth Network subgroup on semantics. It is important to state that there needs to be a clear 660 

governance process and principles established for the specification of code systems. An example on this is 661 

what is already defined in the eHealth Network Guidelines around the future transfer from ICD-10 to ICD-662 

11. The guideline states that there will be a change from ICD-10 to ICD-11 but that this is to be considered in 663 

relation to the set principles for changing. These principles do exist, but they need to be reviewed and 664 

potentially updated to reflect the current and future need. 665 

9.2.1 Value sets 666 

In the context of MyHealth@EU, the Master Value Sets Catalogue (MVC) is a collection of terms, used in the 667 

context of exchanging data on current MyHealth@EU services. Value Sets based on International standard 668 

code systems such as ICD-10, SNOMED CT, ATC Classification, EDQM14 Standard Terms, or UCUM15, EMA 669 

SPOR SMS, Orphanet, and others. This catalogue was collaboratively created by multinational teams under 670 

the epSOS large-scale pilot and is now maintained by the eHDSI community of semantic experts.  These 671 

value sets are included in the work of the project. The specification has also included value sets from FHIR 672 

IPS where needed and assessed for contributions.  673 

9.2.1.1 Long-term maintenance of the value sets and other interoperability assets 674 

All semantic specifications, including code systems and value sets, require continuous maintenance and 675 

evolution over time to remain clinically relevant and compliant with regulatory changes. This maintenance 676 

 

12 ICF: International Classification of Functioning, Disability and Health 

13 EMA: European Medicine Agency 

14 EDQM: European Directorate for Quality of Medicines & Health Care 

15 UCUM: Unified Code for Units of Measure 
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demands sustained engagement from clinical experts and authoritative standards bodies. Currently, such 677 

maintenance is partially provided by volunteer-driven groups, standards bodies, and expert communities, 678 

including:  679 

- WHO Collaborating Centres (ICD-10 maintenance)  680 

- SNOMED International (SNOMED CT management and governance)  681 

- HL7 Europe and HL7 International (HL7 standards, FHIR profiles, terminology management)  682 

- European Medicines Agency and WHO Collaborating Centre for Drug Statistics Methodology (ATC 683 

coding)  684 

To ensure sustainable and authoritative semantic maintenance, dedicated European-level initiatives or 685 

organisations with sufficient resources and clinical expertise should be established or strengthened. 686 

Collaboration with these entities will ensure long-term compliance, interoperability, and clinical validity of 687 

discharge-related semantic resources.  688 

As indicated by the results of the analysis of member states readiness for use of agreed code systems for 689 

cross-border exchange (see 10.1), the terminology landscape in the EU is not harmonized. The gradual 690 

harmonization of use of terminologies in the EU will take time and expectations are that member states will 691 

continue to use national code systems, or international code systems used in ways specific to individual 692 

member states in areas where standard terminologies cannot be agreed. The progress towards wider 693 

standardization of terminologies will be in part driven by the regulation as adoption and implementation 694 

can be agreed between member states. 695 

As mentioned, maintaining the EEHRxF will require a robust management process for code systems and 696 

standards, with clear version control and analysis. This management process will involve defined roles and 697 

responsibilities for overseeing updates, a systematic review process to evaluate changes, and a validation 698 

mechanism to ensure the quality of the updates. Additionally, if multiple code systems are in use, it will be 699 

crucial to ensure proper mapping between national and international code systems to guarantee 700 

compatibility with the EU single market. A detailed mapping strategy, ideally supported by automated tools, 701 

will help align the systems and address potential discrepancies. Regular monitoring will ensure that national 702 

code systems stay synchronized with international standards over time. Achieving convergence on agreed-703 

upon code systems and standards will be essential for promoting interoperability across the EU. A well-704 

defined roadmap, with clear phases, timelines, and stakeholder engagement, will help guide the adoption of 705 

these standards. This roadmap will also include communication and training resources to ensure 706 

stakeholders can navigate the changes and understand the EU's long-term vision for healthcare 707 

interoperability. 708 

 709 

9.3 Technical specifications 710 

The technical specifications detailed in this section are tailored explicitly for PS within Electronic Health 711 

Record (EHR) systems, focusing on interoperability across EU Member States. These specifications define 712 

data capture, storage, and transmission formats compatible with existing EHR systems and enable 713 

integration with emerging digital healthcare technologies.  714 
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9.3.1 Data model  715 

Data models described here provide a formal, computable representation of the PS dataset. This deliverable 716 

employs both conceptual and logical data models, each serving different purposes:  717 

- Conceptual Model – captures the overarching clinical concepts and interactions within the continuity 718 

of care domain, supporting high-level understanding among clinical stakeholders.  719 

- Logical Model – defines detailed and structured data elements, their relationships, and constraints 720 

necessary for technical implementers and software developers.  721 

Common for all specifications related to services is that there is a header which is needed where there is a 722 

data model defined which is the same in all deliverables (more details in deliverable T5.2). The models below 723 

show the core content of the PS.  724 

There is an overall Xt-EHR logical model, a joint effort between WP4, WP5, WP6 and WP7, as there are a 725 

number of common models across the different specifications. This deliverable includes the PS structure 726 

only, as proposed in the logical model. A detailed logical data model has been created and can be inspected 727 

online at the following address: 728 

https://xt-ehr.github.io/xt-ehr-common/branches/stakeholder-consultation-D6-1/  729 

9.3.2 About Patient Summary data models 730 

PS consists of several sections, some of which are suggested to be mandatory to support. For each mandatory 731 

section, implementers should, as a minimum, be able to produce a generated narrative text of the content, as 732 

well as certain structured elements. There are only a few elements that are suggested as required at this point. 733 

While the overall use cases for exchanging a Patient Summary (PS), as defined in MyHealth@EU 734 

specifications and ISO IPS standard remain consistent—typically aiming to support patients’ access to their 735 

own data, and transfer of data between systems and cross-border care (both emergency access, and 736 

continuity of care)—it is acknowledged that, in practice, implementers will need to support multiple variants 737 

of these use cases, depending on the context. 738 

In some cases, only a subset of the clinical data included in the PS (e.g. only medications, allergies, or 739 

vaccinations) will be relevant or exchanged. As such, each section of the PS is described and handled 740 

independently, with clear guidance on both the narrative and structured data elements expected for that 741 

section. As mentioned, data elements common to several services exist: an agreement among the various 742 

services has been achieved in order to take advantage of such modularity, by replicating, as far as possible, 743 

the common data model in the different services:  the clear advantage is the interoperability of data among 744 

the services, and the reduced cost for multiplying specifications and implementations. 745 

In alignment with the work carried out under the task T6.2 (ePrescription/eDispensation) the information 746 

elements and value sets suggested are mainly taken from eHN PS Guideline, MyHealth@EU specifications, 747 

ISO International Patient Summary (IPS) and HL7 FHIR IPS. Some additions or adjustments have been made, 748 

based on input from the working group of this deliverable. These are described in each section. 749 

The main changes of the proposed EEHRxF logical model compared with the eHN Guideline are: 750 
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- The structure has been flattened to facilitate implementation of only parts of the PS and better support 751 

a data-centric approach. The result is that all sections are at the same level, not having the grouper-sections 752 

“Alerts”, ”Medical problems”, “Medical history”, and ”Patient provided data” as in the eHN guideline. 753 

- All content sections are kept the same as in the Guideline. However, we do suggest that the two 754 

problem sections be combined into one. This is to better support different use cases and current available 755 

data. See under the section 9.3.5.2 "Problems" for more information. 756 

- In line with the International Patient Summary and MyHealth@EU specifications, there is an empty 757 

list reason elements (also called “Null Flavor”) for all sections that are suggested to be mandatory. 758 

- Each section has a narrative text element. This is in line with International Patient Summary 759 

implementation guide, and to support the right for natural persons to get the content in an easily readable 760 

format (Article 3 in the EHDS regulation).   761 

- In addition to top level preferred code systems, which in many cases are not meant to be implemented 762 

in full, value sets that are in use in the MyHealth@EU and HL7 Europe specifications have been added as 763 

examples. Also included are some value sets based on suggestions from participating Member States. 764 

- The logical models have cardinality, and repeatable elements are split into their own models, which 765 

are often reused between different priority categories (e.g. problems, procedures). The individual 766 

information elements in these reusable models are based on the Guideline, unless otherwise stated. 767 

9.3.3 Datasets 768 

The datasets below were developed based on requirements identified in the sources listed above (see  769 

chapter 5). The definitions of the datasets are provided in the Xt-EHR Logical Information Models 770 

Implementation Guide in the form of logical models. For each model a figure as well as tables are 771 

presented in this document, the tables are available in Annex I. The tables describe the source of 772 

requirements and relationship to the eHealth Network guidelines, MyHealth@EU Requirements Catalogue, 773 

International Patient Summary, followed by a more detailed description for each data element respectively.  774 

The columns of the detailed descriptions table are as follows:  775 

- Number – a number indicating the hierarchical position within the model. This number is not 776 

necessarily unique or stable over time.  777 

- Data element – the name of the data element and its path in the logical model  778 

- Description – a description of the data element  779 

- Data type – the data type of the value(s) of the data element  780 

- Cardinality – the minimum and maximum number of occurrences of a value of a data element  781 

- Preferred code system – the recommended code system for data elements with a coded 782 

datatype/Associated Value Sets (if existing and meaningful). 783 

 In the Unified Modelling Language (UML diagrams), the choice datatypes are represented using a 784 

diamond form with the alternative types referenced by dashed lines. 785 
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9.3.3.1 Readers guide  786 

- Empty list reason in mandatory sections 787 

For the mandatory section, there is an element called Empty list reason. This is to allow systems that have no 788 

content to exchange, to give a reason why the content is empty. This is the same as how the information 789 

models in the IPS are specified, and identical to the current FHIR International Patient Summary 790 

Implementation guide (2.0.0).  The MyHealth@EU specification, on the other hand, is modelled in a slightly 791 

different way, by expecting an empty list reason in the field in the content model where you would normally 792 

find a problem, procedure, or allergy code. To comply with the MyHealth@EU specifications, even systems 793 

that have no data in a mandatory category would have to implement and exchange data using the content 794 

model. The way it is done in the MyHealth@EU specification is less of a problem for the National Contact 795 

Points, which would only have to implement it once, and really should implement the content models, than 796 

it would be for all EHR systems, which by design might not have data included in the content models, or 797 

have this data only for a few patients. In an earlier version of FHIR IPS IG (1.1.0), empty list reasons were 798 

implemented the same way as in the current MyHealth@EU, but it was changed after substantial feedback 799 

from implementers. We therefore suggest that EEHRxF follow the modelling development of FHIR IPS.  800 

 801 

9.3.4 Summary overview of all sections 802 

Below, you will find conceptual models for the different sections of the PS, starting with a general overview 803 

and then a more detailed view of the individual models.  804 

 805 

https://build.fhir.org/ig/HL7/fhir-ips/StructureDefinition-Composition-uv-ips.html
https://hl7.org/fhir/uv/ips/StructureDefinition-Composition-uv-ips.html
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 806 

Figure 4 - Table with summary overview of all sections 807 

 808 
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9.3.5 Detailed models 809 

9.3.5.1 Alerts  810 

9.3.5.1.1 Alerts Model 811 

 812 

Figure 5 - Alerts 813 

 814 

9.3.5.2 Allergy and intolerances  815 

Allergy and Intolerances is suggested as a mandatory section of the PS. The only required element for each 816 

listed allergy is specifying the agent or allergen. The Information elements for each allergy are listed in the 817 

EHDS-AllergyIntolerance model.  If the producing system has no record of allergies to list (e.g. the patient 818 

has no allergies, or the system has no allergy information), the system must provide a reason. Receiving 819 

systems must be able to handle the data and are encouraged to display the received information to the user, 820 

but are not obliged to do so.  821 

The information elements and value sets suggested are taken from the eHN Guideline, MyHealth@EU, ISO 822 

IPS and HL7 FHIR IPS.  823 

9.3.5.2.1 Allergy and Intolerances Model 824 

 825 



 

46 

 

  826 

Figure 6 - Allergy and Intolerance  827 

 828 

9.3.5.3 Problems 829 

In the PS Guideline, there are two sections containing problems: "Current problems" and "Resolved, closed 830 

or inactive problems". In MyHealth@EU specifications and International Patient Summary, "Current 831 

problems" is a mandatory section, while "Resolved, closed or inactive problems" is not.  However, in 832 

clinical practice, the status of a problem is not regularly recorded or updated in this way. Problems are 833 

recorded as they are found and treated, but usually not maintained in an always-updated separate list of 834 

past and current problems. Having it mandatory to place problems into either of the two categories (past or 835 

current), even in cases where this is not explicitly set, could force systems to have to deduce/infer or base 836 

on rules based on dates or other available parameters. This could lead to medically incorrect data. Having 837 

just one problems section, prevents systems from having to make improper assumptions. Since the 838 

European exchange format EEHRxF will support different use cases, we suggest that it is up to the 839 

implementers of different use cases (profiles) to decide whether a strict division between past and present 840 

problems is achievable and desirable. The proposed model has one section for problems, but each problem 841 

listed can have a status that would place it within a specific category (active, inactive). 842 

The information elements and value sets suggested are taken from eHN Guideline, MyHealth@EU, ISO IPS 843 

specifications and HL7 FHIR IPS (IPS 2.0.0 and Condition (IPS)). 844 

 845 

https://build.fhir.org/ig/HL7/fhir-ips/StructureDefinition-Composition-uv-ips.html
https://build.fhir.org/ig/HL7/fhir-ips/StructureDefinition-Condition-uv-ips.html
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9.3.5.3.1 Problem Section  846 

 847 

 848 

Figure 7 - Problems  849 

 850 

9.3.5.4 Medication summary  851 

Medication summary is suggested as a mandatory section of the PS. Implementers should, as a minimum, 852 

be able to produce a list of medications. If the producing system has no record of medication to list (e.g., the 853 

patient uses no medication, or the system lacks medication information), it must provide a reason. This is 854 

similar to the other mandatory sections, and in accordance with the specification in ISO IPS and updates to 855 

the HL7 FHIR IPS. 856 

 857 

There are several required elements for each listed medication, as both type of medication, its dose and 858 

instructions for use, are needed for safe communication. The PS is, however, meant to display a summary, 859 

and it is not necessary to include all the same information elements that are needed for ePrescription and 860 

eDispensation. This is similar to the other mandatory sections, and in accordance with the specification in 861 

ISO IPS and updates to the HL7 FHIR IPS. 862 

 863 

Receiving systems must be able to handle the data and are encouraged to display the received information 864 

to the user, but are not obliged to do so. 865 
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The information elements and value sets suggested are taken from eHN GL, MyHealth@EU, ISO IPS and 866 

HL7 FHIR IPS.  867 

 868 

9.3.5.4.1 Medication summary section 869 

 870 

Figure 8 - Medication Summary  871 

 872 

9.3.5.5 Medical devices and implants 873 

Medical devices and implants are suggested as a mandatory section of the PS. Implementers should as a 874 

minimum be able to produce a list of devices and give an empty list reason if there are no devices. The only 875 

required element for each listed device, is specifying the device. The information elements for each device 876 

are listed in the EHDS-Device model.   877 

If the producing system has no record of devices to list (e.g. the patient has no devices, or the system has no 878 

device information), it must provide a reason for the empty list. This is similar to the other mandatory 879 

sections, and in accordance with the specification in ISO IPS. 880 

 881 

Receiving systems must be able to handle the data and are encouraged to display the received information 882 

to the user but are not obliged to do so. 883 

The information elements and value sets suggested are taken from eHN GL, MyHealth@EU and HL7 FHIR 884 

IPS.  885 

 886 
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9.3.5.5.1 Medical devices and implants section 887 

 888 

 889 

Figure 9 - Medical devices and implants 890 

 891 

9.3.5.6 Procedures 892 

The procedures model is suggested as a mandatory section of the PS. Implementers should, as a minimum, 893 

be able to produce a list of procedures and give a reason if there are no procedures. The only required 894 

element for each listed procedure is specifying the procedure. The information elements for each procedure 895 

are listed in the EHDS-Procedure model.   896 

Suppose the producing system has no record of procedures to list (e.g., the patient has no history of 897 

procedures, or the system lacks procedure information). In that case, it must provide a reason for the empty 898 

list. This is in accordance with the specification in ISO IPS and updates to the HL7 FHIR IPS. 899 

 900 

Receiving systems must be able to handle the data and are encouraged to display the received information 901 

to the user, but are not obliged to do so. The information elements and value sets suggested are taken from 902 

eHN GL, MyHealth@EU and HL7 FHIR IPS.  903 

 904 
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9.3.5.6.1 Procedure Model 905 

 906 

Figure 10 - Procedures 907 

 908 

 909 
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9.3.5.7 Vaccination/ prophylaxis information  910 

9.3.5.7.1 Vaccination/ prophylaxis information model 911 

 912 

Figure 11 - Vaccination/Prophylaxis information 913 

 914 

9.3.5.8 Functional status 915 

9.3.5.8.1 Functional status model 916 

 917 

Figure 12 - Functional status 918 

 919 
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9.3.5.9 Social history 920 

9.3.5.9.1 Social history model 921 

 922 

Figure 13 - Social History 923 

 924 

9.3.5.10 Pregnancy history 925 

The Pregnancy History section in the eHN Guideline has two subsections: Current Pregnancy Status and 926 

History of Previous Pregnancies. A patient can have many previous pregnancies recorded, while the current 927 

status should be the most recent status recorded in the system. In the logical model, the History of previous 928 

pregnancies is therefore represented as a repeatable model, and information about the current status is a 929 

single information element.  930 

 931 

9.3.5.10.1 Pregnancy history section 932 

 933 

Figure 14 Current pregnancy 934 
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 935 

Figure 15 - Pregnancy history 936 

 937 

9.3.5.11 Travel History 938 

9.3.5.11.1 Travel History section 939 

 940 

Figure 16 - Travel history 941 

 942 

9.3.5.12 Advance Directives 943 

In the eHN guideline, there is only one element: to acknowledge the existence of a living will. In the ISO IPS 944 

as well as the discharge report specification, there are structures to list various documents, such as a living 945 

will, as well as structured entries of advance directives that include category elements, descriptions, and 946 

information about the authorizer of the directive. In this deliverable, we have included a possible model for 947 

discussion. 948 

The descriptions of the elements are taken from ISO IPS, and since we have included the actual document 949 

references, the element from the eHN, on the existence of a living will document, has been omitted. 950 

 951 

 952 

 953 
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9.3.5.12.1 Advance directive model 954 

 955 

 956 

Figure 17 - Advance directive 957 

 958 

9.3.5.13 Patient Story 959 

Patient Story is a new concept that is not currently included in the eHN Guideline or MyHealth@EU. 960 

However, it has been introduced in the 2025 version of the ISO International Patient Summary (IPS). Given 961 

the emphasis on patient inclusion in the EHDS Regulation, the project team concluded that it is highly 962 

relevant to incorporate this concept into the current deliverable. The descriptions of the elements are derived 963 

from the ISO IPS. 964 

At this stage, the proposed implementation is limited to the inclusion of a narrative text. Further alignment 965 

with the ISO standard will be pursued following stakeholder consultation. Patient story isn’t its own model 966 

but worth addressing as it is visible in the overall figure of the PS, the elements are shown in Annex I.  967 

 968 

9.3.5.14 Results 969 

The PS model allows for generic observations to be shared, but also allows for specialised observations such 970 

as laboratory or imaging observations to be shared. As seen in Table 1, both the generic observation model 971 

EHDSObservation (see Table 15) and the laboratory observation model EHDSLaboratoryObservation are 972 

allowed. However, what would be mandated for producers and consumers of patient summaries is not 973 

indicated here. For details on the laboratory observation model, please see Deliverable 7.1 from Xt-EHR. 974 
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9.3.5.14.1 Results model 975 

 976 

Figure 18 - Results 977 
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 978 

9.3.5.15 Care plan  979 

The eHealth Network Guideline and MyHealth@EU specifies Plan of Care which when aligning across tasks 980 

within Xt-EHR as well as ISO IPS it was agreed to change the model to Care Plan. The data elements included 981 

in the sources are much the same and has remained. 982 

9.3.5.15.1 Care plan model 983 

 984 

   985 

Figure 19 - Care plan 986 

 987 

 988 

 989 

 990 

 991 

 992 

 993 

 994 

 995 

 996 

 997 

 998 
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10 ANNEX 1001 

10.1 Annex I Patient summary data sets 1002 

10.1.1 Patient summary model 1003 
Table 1 Patient summary model 1004 

Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A EHDSPatientSumm

ary 

EHDS 

Patient 

Summary 

Patient summary 

model 

EHDS refined base model for 

Patient Summary 

 0..*   

A.1 .header Header Document 

header elements 

Common header for all 

patient-related data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject information EHDSPatient 1..1   

A.1.2 ..identifier Identifier Document ID Unique identifier of the 

document 

Identifier 1..*   

A.1.3 ..authorship Authorshi

p 

Authorship Resource authoring details Base 1..*   

A.1.3

.1 

…author Author Author Author(s) by whom the 

resource was/were authored. 

Multiple authors could be 

provided. 

EHDSHealthProfes

sional, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3

.2 

…datetime Datetime Date and time of 

authoring/issuin

g 

Date and time of the issuing 

the document/resource by its 

author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last 

Update 

Date and time of 

the last update to 

the resource 

Date and time of the last 

update to the 

document/information 

dateTime 0..1   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.1.5 ..status Status Status of the 

resource 

Status of the resource CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the current status of 

the resource. 

CodeableConcept, 

string 

0..1   

A.1.7 ..language Language Language Language in which the 

resource is written. Language 

is expressed by the IETF 

language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of the 

resource. 

string 0..1   

A.1.9 ..documentType Document 

Type 

Document type Identifies the type of document 

at hand, e.g. Hospital 

discharge report. 

CodeableConcept 1..1 LOINC  

A.1.1

0 

..documentTitle Document 

Title 

Document title Document title, such as 

Hospital Discharge Report, 

Laboratory Result Report, etc. 

string 1..1   

A.1.1

1 

..documentStatus Document 

Status 

Document status The status of the Hospital 

discharge report. E.g., 

preliminary, final. 

CodeableConcept 1..1 hl7:CompositionSta

tus 

 

A.1.1

2 

..period Period Period Time of service that is being 

documented 

Period 0..1   

A.1.1

3 

..attestation Attestatio

n 

Attestation Document attestation details Base 0..*   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.1.1

3.1 

…attester Attester Attester Attester who validated the 

document. Mulitple attesters 

could be provided. 

EHDSHealthProfes

sional 

1..1   

A.1.1

3.2 

…datetime Datetime DateTime Date and time of the approval 

of the document by Attester. 

dateTime 1..1   

A.1.1

4 

..legalAuthenticatio

n 

Legal 

Authentic

ation 

Legal 

authentication 

Document legal authentication Base 0..1   

A.1.1

4.1 

…legalAuthenticat

or 

Legal 

Authentic

ator 

Legal 

authenticator 

The person taking 

responsibility for the medical 

content of the document 

EHDSHealthProfes

sional 

1..1   

A.1.1

4.2 

…datetime Datetime DateTime Date and time when the 

document was authorised. 

dateTime 1..1   

A.1.1

5 

..eventType Event 

Type 

Event type Categorization of the event 

covered by the document 

(e.g. laboratory study types, 

imaging study types including 

modality, etc.). Selection of 

such tags or labels depends on 

the use case and agreement 

betwen data sharing parties. 

This meta-data element serves 

primarily for searching and 

filtering purpuses. 

CodeableConcept 0..* LOINC, SNOMED 

CT, dicom-cid-33-

Modality 

 

A.1.1

6 

..authorSpecialty Author 

Specialty 

Specialty Additional details about where 

the content was created 

(e.g. clinical specialty) 

CodeableConcept 0..* SNOMED CT  
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.1.1

7 

..custodian Custodian Document 

custodian 

Organisation that is in charge 

of maintaining the 

document/report. 

EHDSOrganisation 1..1   

A.1.1

8 

..documentFormat Document 

Format 

Document 

format 

An identifier of the document 

constraints, encoding, 

structure, and template that 

the document conforms to 

beyond the base format 

indicated in the mimeType. 

CodeableConcept 0..1 HL7 Document 

Format Codes 

 

A.1.1

9 

..confidentiality Confident

iality 

Confidentiality Level of confidentiality of the 

document. Implicit value is 

normal. 

CodeableConcept 0..1 hl7:Confidentiality  

A.2 .presentedForm Presented 

Form 

A narrative easy-

to-read 

representation of 

the full data set, 

e.g. PDF-version 

of a document 

A narrative easy-to-read 

representation of the full data 

set, e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .knowledgeResourc

es 

Knowledg

e 

Resources 

Related 

documents and 

information 

sources 

Related documents and 

information sources 

Base 0..*   

A.3.1 ..externalReference External 

Reference 

Reference to 

external 

knowledge 

resource 

A reference leading to Clinical 

Practice Guidelines (CPG), 

emergency and anesthesia 

guidelines or other clinical 

relevant guidelines. This 

should be used only for 

RelatedArtifact 0..*   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

providing specific guidance 

which may not be readily 

available to the health 

professional caring for the 

patient. 

A.3.2 ..relatedTo Related 

To 

Reference to part 

of the patient 

summary 

Identify the entry or entries of 

this Patient Summary for 

which this additional 

information relates with, for 

example a link between a rare 

disease problem and 

guidelines for that particular 

rare disease. 

 0..*   

A.4 .alerts Alerts Section: Alerts. Information about substantial 

alerts or warnings that health 

professionals should be aware 

of. 

Base 1..1  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS 

A.4.1 ..narrative Narrative Narrative, 

potentially 

formatted, 

content of the 

section 

Narrative, potentially 

formatted, content of the 

section 

string 0..1   

A.4.2 ..emptyReason Empty 

Reason 

Reason for 

absence of data 

Reason for absence of data CodeableConcept 0..1   

A.4.3 ..medicalAlert Medical 

Alert 

Description of 

medical alerts in 

textual format: 

any clinical 

Description of medical alerts in 

textual format: any clinical 

information that is imperative 

to know so that the life or 

EHDSAlert 0..*  ISO IPS, eHN 

PS Guideline  
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

information that 

is imperative to 

know so that the 

life or health of 

the patient does 

not come under 

threat. 

health of the patient does not 

come under threat. 

A.5 .allergiesAndIntole

rances 

Allergies 

And 

Intoleranc

es 

Section: 

Allergies and 

intolerances 

Section: Allergies and 

intolerances 

Base 1..1  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS 

A.5.1 ..narrative Narrative Text summary of 

the content in 

section 

Text summary of the content in 

section 

string 1..1   

A.5.2 ..allergyIntolerance Allergy 

Intoleranc

e 

List of structured 

allergies and 

intolerances 

List of structured allergies and 

intolerances 

EHDSAllergyIntole

rance 

0..*  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS 

A.5.3 ..emptyReason Empty 

Reason 

Use if no 

Allergies are 

listed 

Reason for absence of data 

(indicates whether the person 

is known to have no allergies 

or the data is considered 

incomplete) 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.

10.1.3.1.42.47eHDSI

AbsentOrUnknown

Allergy; 

http://hl7.org/fhir/V

alueSet/list-empty-

reason 

MyHealth@EU , 

ISO IPS. FHIR 

IPS IG.  

A.6 .problems Problems Medical 

problems. 

Conditions that are important 

to be known for a health 

Base 1..1  eHN PS 

Guideline, 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

professional during a health 

encounter. 

MyHealth@EU, 

ISO IPS. 

A.6.1 ..narrative Narrative Text summary of 

the content in the 

section 

Text summary of the content in 

the section 

string 0..1   

A.6.2 ..emptyReason Empty 

Reason 

Use if no 

conditions are 

listed 

Use if no conditions are listed CodeableConcept 0..1 Coded value  

Example:  

 

1.3.6.1.4.1.12559.11.

10.1.3.1.42.50 

eHDSIAbsentOrUn

knownProblem   

(HL7, used in 

MH@EU)  

 

http://hl7.org/fhir/V

alueSet/list-empty-

reason   

(HL7, preferred in 

IPS FHIR IG) 

MyHealth@EU , 

ISO IPS. FHIR 

IPS IG 

A.6.3 ..problems Problems Health 

conditions 

affecting the 

health of the 

patient. 

Health conditions affecting the 

health of the patient. 

EHDSCondition 0..*  MyHealth@EU , 

ISO IPS. 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.7 .medicationSumma

ry 

Medicatio

n 

Summary 

Section: 

Medication 

Summary. 

Current and relevant past 

medicine. 

Base 1..1   

A.7.1 ..narrative Narrative Text summary of 

the content in the 

section 

Text summary of the content in 

the section 

string 0..1  FHIR  IPS IG 

A.7.2 ..emptyReason Empty 

Reason 

Use if no 

medicines are 

listed 

Use if no medicines are listed CodeableConcept 0..1 Coded value  

Example:  

 

1.3.6.1.4.1.12559.11.

10.1.3.1.42.49 

eHDSIAbsentOrUn

knownMedication   

(HL7, used in 

MH@EU)  

 

http://hl7.org/fhir/V

alueSet/list-empty-

reason 

MyHealth@EU, 

ISO IPS 

A.7.3 ..medicationTreatm

ent 

Medicatio

n 

Treatment 

Medication 

treatment/prescr

iption relevant 

for this patient 

summary. 

Typically, 

medications 

whose period of 

Medication 

treatment/prescription 

relevant for this patient 

summary. Typically, 

medications whose period of 

time indicated for the 

treatment has not yet expired 

EHDSMedicationSt

atement 

0..*   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

time indicated 

for the treatment 

has not yet 

expired whether 

it has been 

dispensed or not. 

whether it has been dispensed 

or not. 

A.8 .medicalDevicesAn

dImplants 

Medical 

Devices 

And 

Implants 

Section: Medical 

devices and 

implants 

Section: Medical devices and 

implants 

Base 1..1   

A.8.1 ..narrative Narrative Narrative, 

potentially 

formatted, 

content of the 

section 

Narrative, potentially 

formatted, content of the 

section 

string 0..1   

A.8.2 ..emptyReason Empty 

Reason 

Reason for 

absence of data 

Reason for absence of data CodeableConcept 0..1 EMDN, SNOMED 

CT 

Coded value  

Example:  

▪ 1.3.6.1.4.1.1

2559.11.10.

1.3.1.42.48 

eHDSIAbse

ntOrUnkno

wnDevice   

(HL7, used 

in 

MH@EU)  

MyHealth@Eu, 

ISO IPS, FHIR 

IPS IG 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

▪ http://hl7.o

rg/fhir/Val

ueSet/list-

empty-

reason   

(HL7, 

preferred in 

IPS FHIR 

IG)  

 

A.8.3 ..medicalDevice Medical 

Device 

Describes the 

patient’s 

implanted and 

external medical 

devices and 

equipment that 

their health 

status depends 

on. Includes 

devices (such as 

cardiac 

pacemakers, 

implantable 

defibrillator, 

prothesis, 

ferromagnetic 

bone implants 

etc.) that are 

Describes the patient’s 

implanted and external 

medical devices and 

equipment that their health 

status depends on. Includes 

devices (such as cardiac 

pacemakers, implantable 

defibrillator, prothesis, 

ferromagnetic bone implants 

etc.) that are important to 

know by the HP. 

EHDSDeviceUse 0..*  eHN PS 

Guideline,   

ISO IPS 

http://hl7.org/fhir/ValueSet/list-empty-reason
http://hl7.org/fhir/ValueSet/list-empty-reason
http://hl7.org/fhir/ValueSet/list-empty-reason
http://hl7.org/fhir/ValueSet/list-empty-reason
http://hl7.org/fhir/ValueSet/list-empty-reason
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

important to 

know by the HP. 

A.9 .procedures Procedure

s 

Section: 

Procedures 

Section: Procedures Base 1..1  eHN PS 

Guideline, ISO 

IPS 

A.9.1 ..narrative Narrative Narrative, 

potentially 

formatted, 

content of the 

section 

Narrative, potentially 

formatted, content of the 

section 

string 0..1   

A.9.2 ..emptyReason Empty 

Reason 

Reason for 

absence of data 

Reason for absence of data CodeableConcept 0..1 Coded value  

Example:  

 

1.3.6.1.4.1.12559.11.

10.1.3.1.42.51 

eHDSIAbsentOrUn

knownProcedure   

(HL7, used in 

MH@EU)  

 

http://hl7.org/fhir/V

alueSet/list-empty-

reason   

(HL7, preferred in 

IPS FHIR IG) 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.9.3 ..procedure Procedure List of 

procedures 

List of procedures EHDSProcedure 0..*  eHN PS 

Guideline, ISO 

IPS 

A.10 .vaccination Vaccinatio

n 

Section: 

Vaccination/pro

phylaxis. 

A patient’s immunisation 

status. The section should 

include current immunization 

status and may contain the 

entire immunization history 

that is relevant to the period of 

time being summarised. 

Adverse reactions against 

vaccines should be 

documented in the allergy 

section. 

Base 0..1  eHN PS 

Guideline 

A.10.

1 

..narrative Narrative Narrative, 

potentially 

formatted, 

content of the 

section 

Narrative, potentially 

formatted, content of the 

section 

string 0..1   

A.10.

2 

..vaccination Vaccinatio

n 

Immunisations 

given to the 

patient and their 

status at the 

point of care. 

Immunisations given to the 

patient and their status at the 

point of care. 

EHDSImmunisatio

n 

0..*  eHN PS 

Guideline 

A.11 .functionalStatus Functiona

l Status 

Section: 

Functional status 

Section: Functional status Base 0..1  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.11.

1 

..narrative Narrative Narrative, 

potentially 

formatted, 

content of the 

section 

Narrative, potentially 

formatted, content of the 

section 

string 0..1   

A.11.

2 

..functionalStatusA

ssessment 

Functiona

l Status 

Assessme

nt 

An individual’s 

ability to 

perform normal 

daily activities 

required to meet 

basic needs, 

fulfil usual roles 

and maintain 

health and well-

being 

An individual’s ability to 

perform normal daily activities 

required to meet basic needs, 

fulfil usual roles and maintain 

health and well-being 

EHDSFunctionalSta

tus 

0..*  eHN PS 

Guideline 

A.12 .socialHistory Social 

History 

Section: Social 

history. 

Observations on social factors 

such as alcohol consumption 

or smoking. From the 

healthcare perspective, life-

style factors relate to well-

being but can also provide a 

source of risk factors. 

Base 0..1  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS 

A.12.

1 

..narrative Narrative Narrative, 

potentially 

formatted, 

content of the 

section 

Narrative, potentially 

formatted, content of the 

section 

string 0..1   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.12.

2 

..socialHistoryObse

rvation 

Social 

History 

Observati

on 

Social history 

observations 

related to health 

Health related lifestyle factors 

or lifestyle observations and 

social determinants of health. 

Example: cigarette smoker, 

alcohol consumption 

EHDSSocialHistory 0..*  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS 

A.13 .pregnancyHistory Pregnanc

y History 

Section: 

Pregnancy 

history 

To present the current health 

state of the patient with respect 

to pregnancy and to provide 

chronological and outcome 

information about past 

pregnancies. 

Base 0..1  eHN PS 

Guideline, ISO 

IPS 

A.13.

1 

..generatedNarrativ

e 

Generated 

Narrative 

Generated text 

summary of the 

content in the 

section, for 

human 

interpretation 

Generated text summary of the 

content in the section, for 

human interpretation 

string 0..1   

A.13.

2 

..currentPregnancy

Status 

Current 

Pregnanc

y Status 

Current 

pregnancy status 

Current state of the pregnancy 

at the date the observation was 

made, e.g. pregnant, not 

pregnant, unknown. 

EHDSCurrentPreg

nancy 

0..1  eHN PS 

Guideline, ISO 

IPS 

A.13.

3 

..previousPregnanci

esStatus 

Previous 

Pregnanci

es Status 

Overall status of 

previous 

pregnancies 

Overall status of previous 

pregnancies, including — Yes, 

previous pregnancies — No, 

previous pregnancies — 

Unknown 

CodeableConcept 0..1  eHN PS 

Guideline, ISO 

IPS 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.13.

4 

..previousPregnanci

es 

Previous 

Pregnanci

es 

History of 

previous 

pregnancies 

Information about previous 

pregnancies, including 

outcomes and number of 

children/fetuses in each 

pregnancy. 

EHDSPregnancyHi

story 

0..*   

A.14 .travelHistory Travel 

History 

Relevant 

information 

about the 

patient’s recent 

travel history 

Captures relevant information 

about the patient’s recent 

travel history that may be of 

clinical relevance — 

particularly in relation to 

exposure to infectious 

diseases, epidemiological 

risks, or environmental factors. 

The intent is to support clinical 

decision-making and risk 

assessment, especially in 

contexts such as outbreaks or 

endemic disease regions. 

Base 0..1  eHN PS 

Guideline, ISO 

IPS 

A.14.

1 

..narrative Narrative Text summary of 

the content in the 

section 

Text summary of the content in 

the section 

string 0..1   

A.14.

2 

..travelHistory Travel 

History 

Travel history 

for one country 

Travel history for one country EHDSTravelHistor

y 

0..*  eHN PS 

Guideline, ISO 

IPS 

A.15 .patientStory Patient 

Story 

What the patient 

believes to be 

important for the 

attending 

A concise narrative from the 

patient’s perspective about 

their present health state. This 

is a record of the things that a 

Base 0..1  ISO IPS 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

clinician to 

know. 

person feels it is important to 

communicate about their 

needs, strengths, values, 

concerns and preferences to 

others providing support and 

care. 

A.15.

1 

..narrative Narrative Text summary of 

the content in the 

section 

Text summary of the content in 

the section 

string 0..1   

A.16 .advanceDirectives Advance 

Directives 

Section: 

Advance 

Directives. 

Provision for healthcare 

decisions if, in the future, a 

person is unable to make those 

decisions. 

Base 0..1  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS.  

A.16.

1 

..narrative Narrative Narrative, 

potentially 

formatted, 

content of the 

section 

Narrative, potentially 

formatted, content of the 

section 

string 0..1   

A.16.

2 

..advanceDirective Advance 

Directive 

Provision for 

healthcare 

decisions if, in 

the future, a 

person is unable 

to make those 

decisions 

Provision for healthcare 

decisions if, in the future, a 

person is unable to make those 

decisions 

EHDSAdvanceDire

ctive 

0..*   

A.17 .results Results Section: 

Observation 

results. 

Relevant observation results 

obtained on the patient. These 

may be measurements, 

Base 0..1   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

laboratory results, anatomic 

pathology results, radiology 

results or other imaging or 

clinical results. 

A.17.

1 

..narrative Narrative Narrative, 

potentially 

formatted, 

content of the 

section 

Narrative, potentially 

formatted, content of the 

section 

string 0..1   

A.17.

2 

..resultObservation Result 

Observati

on 

Observation 

results 

pertaining to the 

subject of care’s 

health condition 

and which might 

have impact on 

future 

treatments 

Observation results pertaining 

to the subject of care’s health 

condition and which might 

have impact on future 

treatments 

EHDSObservation, 

EHDSLaboratoryO

bservation 

0..*   

A.18 .carePlan Care Plan Section: Care 

plans. 

Therapeutic recommendations 

that do not include 

pharmacologic treatments, 

such as diet, physical exercise, 

planned surgeries 

Base 0..1  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS.  

A.18.

1 

..narrative Narrative Narrative 

containing the 

plan including 

proposals, goals, 

and order 

Narrative containing the plan 

including proposals, goals, 

and order requests for 

monitoring, tracking, or 

improving the condition of the 

string 0..1   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

requests for 

monitoring, 

tracking, or 

improving the 

condition of the 

patient. In the 

future it is 

expected that 

this Section 

could be 

provided in a 

structured and 

coded format. 

patient. In the future it is 

expected that this Section 

could be provided in a 

structured and coded format. 

A.18.

2 

..carePlanEntry Care Plan 

Entry 

Describes the 

intention of how 

one or more 

practitioners 

intend to deliver 

care for a 

particular 

patient for a 

period of time, 

possibly limited 

to care for a 

specific 

condition or set 

of conditions. 

Describes the intention of how 

one or more practitioners 

intend to deliver care for a 

particular patient for a period 

of time, possibly limited to care 

for a specific condition or set of 

conditions. 

EHDSCarePlan 0..*   
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10.1.2 Alert model 1005 
Table 2 Alert model 1006 

Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

A EHDSAlert EHDS 

Alert 

Alert flag model Alert flag  0..*  eHN 

Guideline 

A.1 .header Header Common header 

for all patient-

related data 

Common header for all 

patient-related data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject information EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business identifier 

for the object 

Business identifier for the 

object 

Identifier 0..*   

A.1.3 ..authorship Authorship Authorship Resource authoring details Base 1..*   

A.1.3.1 …author Author Author Author(s) by whom the 

resource was/were authored. 

Multiple authors could be 

provided. 

EHDSHealthProfessional, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.2 …datetime Datetime Date and time of 

authoring/issuing 

Date and time of the issuing 

the document/resource by its 

author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last 

Update 

Date and time of 

the last update to 

the resource 

Date and time of the last 

update to the 

document/information 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the resource CodeableConcept 1..1   
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the current status 

of the resource. 

CodeableConcept, string 0..1   

A.1.7 ..language Language Language Language in which the 

resource is written. Language 

is expressed by the IETF 

language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of the 

resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative easy-

to-read 

representation of 

the full data set, 

e.g. PDF-version of 

a document 

A narrative easy-to-read 

representation of the full data 

set, e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .text Text Text A human-readable narrative 

that contains a summary of the 

flag and can be used to 

represent the content of the 

resource to a human. The 

narrative need not encode all 

the structured data, but is 

required to contain sufficient 

detail to make it "clinically 

safe" for a human to just read 

the narrative.Example 1: 

string 0..1   
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

intolerance to aspirin due to 

gastrointestinal 

bleeding.Example 2: 

intolerance to captopril 

because of cough (the patient 

is not allergic but can’t tolerate 

it because of persistent 

cough)Example 3: the patient 

has a rare disease that requires 

special treatmentExample 4: 

Airway Alert / Difficult 

IntubationExample 5: 

Diagnoses such as malignant 

hyperthermia, porphyria, and 

bleeding disorders; special 

treatments like anticoagulants 

or immunosuppressants; 

implanted devices.Example 6: 

transplanted organs illustrate 

other information that has to 

be taken into account in a 

healthcare contact.Example 7: 

participation in a clinical trial 

that has to be taken into 

account in a healthcare 

contact. 
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

A.4 .priority Priority Priority A code that identifies the 

priority of the alert. 

CodeableConcept 0..* hl7:Flag-

priority-code 

 

A.5 .status Status Status Current status of the flag, 

Indicates whether this flag is 

active and needs to be 

displayed to a user, or 

whether it is no longer needed 

or was entered in error. 

CodeableConcept 0..1 hl7:Flag-status  

A.6 .code Code Code A coded or textual 

representation of the flag. 

CodeableConcept 1..1 SNOMED CT  

A.7 .period Period Period Time period when flag is 

active. The period of time from 

the activation of the flag to 

inactivation of the flag. If the 

flag is active, the end of the 

period should be unspecified. 

Period 0..1   

 1007 

10.1.3 Allergy intolerance model 1008 
Table 3 Allergy intolerance model 1009 

Code Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System Requireme

nts 

A EHDSAllergyIntole

rance 

EHDS 

Allergy 

Intolerance 

Allergy 

intolerance 

model 

EHDS refined 

base model for 

 0..*   
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Code Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System Requireme

nts 

allergy/intoleranc

e 

A.1 .header Header Common 

header for all 

patient-

related data 

Common header 

for all patient-

related data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business 

identifier for 

the object 

Business identifier 

for the object 

Identifier 0..*   

A.1.3 ..authorship Authorshi

p 

Authorship Resource 

authoring details 

Base 1..*   

A.1.3

.1 

…author Author Author Author(s) by 

whom the 

resource was/were 

authored. 

Multiple authors 

could be 

provided. 

EHDSHealthProfessi

onal, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3

.2 

…datetime Datetime Date and time 

of 

authoring/iss

uing 

Date and time of 

the issuing the 

document/resourc

e by its author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last 

Update 

Date and time 

of the last 

Date and time of 

the last update to 

the 

dateTime 0..1   
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Code Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System Requireme

nts 

update to the 

resource 

document/inform

ation 

A.1.5 ..status Status Status of the 

resource 

Status of the 

resource 

CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status 

of the 

resource. 

Reason for the 

current status of 

the resource. 

CodeableConcept, 

string 

0..1   

A.1.7 ..language Language Language Language in 

which the 

resource is 

written. Language 

is expressed by the 

IETF language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version 

of the resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative 

easy-to-read 

representation 

of the full data 

set, e.g. PDF-

version of a 

document 

A narrative easy-

to-read 

representation of 

the full data set, 

e.g. PDF-version 

of a document 

EHDSAttachment 0..*   

A.3 .agentOrAllergen Agent Or 

Allergen 

A specific 

allergen or 

other 

agent/substan

A specific allergen 

or other 

agent/substance 

(drug, food, 

CodeableConcept 1..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.24 

eHDSIActiveIngredient (ATC, used 

in MH@EU); 

1.3.6.1.4.1.12559.11.10.1.3.1.42.61 

eHN PS 

Guideline, 

MyHealth@

EU, ISO IPS 
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Code Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System Requireme

nts 

ce (drug, food, 

chemical 

agent, etc.) to 

which the 

patient has an 

adverse 

reaction 

propensity. 

chemical agent, 

etc.) to which the 

patient has an 

adverse reaction 

propensity. 

eHDSISubstance (EMA SMS, used in 

MH@EU); 

1.3.6.1.4.1.12559.11.10.1.3.1.42.19 

eHDSIAllergenNoDrug (SCT, used in 

MH@EU); ICD-11 Allergens 

A.4 .typeOfPropensity Type Of 

Propensity 

This element 

describes 

whether this 

condition 

refers to an 

allergy, non-

allergy 

intolerance, or 

unknown 

class of 

intolerance 

(not known to 

be allergy or 

intolerance) 

This element 

describes whether 

this condition 

refers to an 

allergy, non-

allergy 

intolerance, or 

unknown class of 

intolerance (not 

known to be 

allergy or 

intolerance) 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.18 

eHDSIAdverseEventType (SCT, used 

in MH@EU); 

http://hl7.org/fhir/ValueSet/allergy-

intolerance-type (HL7, required in 

HL7 FHIR) 

eHN PS 

Guideline, 

MyHealth@

EU 

A.5 .description Descriptio

n 

Textual 

description of 

the allergy or 

intolerance 

Textual 

description of the 

allergy or 

intolerance 

string 0..1  eHN PS 

Guideline, 

ISO IPS 

A.6 .criticality Criticality Estimate of 

the potential 

Estimate of the 

potential clinical 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.57 

eHDSICriticality (HL7, used in 

eHN PS 

Guideline, 
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Code Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System Requireme

nts 

clinical harm, 

or 

seriousness, of 

a reaction to 

an identified 

substance. 

harm, or 

seriousness, of a 

reaction to an 

identified 

substance. 

MH@EU); 

http://hl7.org/fhir/ValueSet/allergy-

intolerance-criticality (HL7, required 

in HL7 FHIR) 

MyHealth@

EU, ISO IPS 

A.7 .certainty Certainty Assertion 

about the 

certainty 

associated 

with a 

propensity, or 

potential risk, 

of a reaction to 

the identified 

substance. 

Diagnostic 

and /or 

clinical 

evidence of 

condition 

Assertion about 

the certainty 

associated with a 

propensity, or 

potential risk, of a 

reaction to the 

identified 

substance. 

Diagnostic and /or 

clinical evidence 

of condition 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.58 

eHDSIAllergyCertainty (HL7, used in 

MH@EU) ; 

http://hl7.org/fhir/ValueSet/allergyint

olerance-verification (HL7, required in 

HL7 FHIR) 

eHN PS 

Guideline, 

MyHealth@

EU, ISO IPS 

A.8 .status Status Current status 

of the allergy 

or intolerance, 

for example, 

whether it is 

active, in 

remission, 

resolved, etc. 

Current status of 

the allergy or 

intolerance, for 

example, whether 

it is active, in 

remission, 

resolved, etc. 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.59 

eHDSIAllergyStatus (HL7, used in 

MH@EU); 

http://hl7.org/fhir/ValueSet/allergyint

olerance-clinical (HL7, required in 

HL7 FHIR) 

eHN PS 

Guideline, 

MyHealth@

EU, ISO IPS 
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Code Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System Requireme

nts 

A.9 .onsetDate Onset Date When allergy 

or intolerance 

was identified 

When allergy or 

intolerance was 

identified 

dateTime 0..1  MyHealth@

EU, ISO IPS 

A.10 .endDate End Date Date of 

resolution of 

the allergy 

(e.g. when the 

clinician 

deemed there 

is no longer 

any need to 

track the 

underlying 

condition) 

Date of resolution 

of the allergy 

(e.g. when the 

clinician deemed 

there is no longer 

any need to track 

the underlying 

condition) 

dateTime 0..1  eHN PS 

Guideline, 

MyHealth@

EU, ISO IPS 

A.11 .reaction Reaction Adverse 

Reaction 

Events linked 

to exposure to 

substance.. 

Adverse Reaction 

Events linked to 

exposure to 

substance.. 

Base 0..*  ISO IPS 

(explicit), 

implicitly in 

eHN PS 

Guideline, 

MH@EU 

A.11.

1 

..manifestation Manifestati

on 

Description of 

the clinical 

manifestation 

of the allergic 

reaction. 

Example: 

anaphylactic 

shock, 

Description of the 

clinical 

manifestation of 

the allergic 

reaction. Example: 

anaphylactic 

shock, 

angioedema. (the 

CodeableConcept 0..* 1.3.6.1.4.1.12559.11.10.1.3.1.42.5 

eHDSIIllnessandDisorder (ICD-10, 

alternative in MH@EU); 

1.3.6.1.4.1.12559.11.10.1.3.1.42.11 

eHDSIReactionAllergy (SCT, 

alternative in MH@EU); ICD-11 MMS 

The element 

is present in 

eHN PS GL, 

MyHealth@

EU 

specification

s and ISO 

IPS. Element 
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Code Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System Requireme

nts 

angioedema. 

(the clinical 

manifestation 

also gives 

information 

about the 

severity of the 

observed 

reaction). 

clinical 

manifestation also 

gives information 

about the severity 

of the observed 

reaction). 

name and 

description 

is taken 

from eHN 

PS GL. 

Cardinality 

in 

MyHealth@

EU for this 

element, 

used here, is 

one 

manifestatio

n per 

severity and 

onset, while 

the 

cardinality 

in FHIR IPS 

IG allows 

multiple 

manifestatio

ns per 

severity and 

onset. 

A.11.

2 

..date Date Date and time 

of allergy 

manifestation 

Date and time of 

allergy 

manifestation 

dateTime 0..1   
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Code Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System Requireme

nts 

A.11.

3 

..severity Severity Severity of the 

clinical 

manifestation 

of the allergic 

reaction. 

Severity of the 

clinical 

manifestation of 

the allergic 

reaction. 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.13 

eHDSISeverity (SCT, used in 

MH@EU); 

http://hl7.org/fhir/ValueSet/reaction-

event-severity (HL7, Required in HL7 

FHIR) 

The element 

is present in 

eHN PS GL, 

MyHealth@

EU 

specification

s and ISO 

IPS. Element 

name and 

description 

is taken 

from eHN 

PS GL. 

A.11.

4 

..onsetDate Onset Date Date of the 

observation of 

the reaction 

Date of the 

observation of the 

reaction 

dateTime 0..1  The element 

is present in 

eHN PS GL. 

Element 

name and 

description 

is taken 

from eHN 

PS GL. 

 1010 
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10.1.4 Condition model 1011 
Table 4 Condition model 1012 

Cod

e 

Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System/Value 

set 

Requireme

nts 

A EHDSCondition EHDS 

Condition 

Condition 

model 

Health conditions 

affecting the 

health of the 

patient and are 

important to be 

known for a 

health 

professional 

during a health 

encounter. 

 0..*  eHN PS 

Guideline, 

MyHealth@

EU,  ISO IPS 

A.1 .header Header Common 

header for all 

patient-

related data 

Common header 

for all patient-

related data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business 

identifier for 

the object 

Business identifier 

for the object 

Identifier 0..*   

A.1.3 ..authorship Authorshi

p 

Authorship Resource 

authoring details 

Base 1..*   

A.1.3

.1 

…author Author Author Author(s) by 

whom the 

resource 

was/were 

EHDSHealthProfess

ional, 

EHDSOrganisation, 

EHDSDevice 

1..1   



 

88 

 

Cod

e 

Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System/Value 

set 

Requireme

nts 

authored. 

Multiple authors 

could be 

provided. 

A.1.3

.2 

…datetime Datetime Date and time 

of 

authoring/iss

uing 

Date and time of 

the issuing the 

document/resourc

e by its author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last 

Update 

Date and time 

of the last 

update to the 

resource 

Date and time of 

the last update to 

the 

document/inform

ation 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the 

resource 

CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status 

of the 

resource. 

Reason for the 

current status of 

the resource. 

CodeableConcept, 

string 

0..1   

A.1.7 ..language Language Language Language in 

which the 

resource is 

written. Language 

is expressed by 

the IETF language 

tag. 

CodeableConcept 0..1 BCP 47  
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Cod

e 

Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System/Value 

set 

Requireme

nts 

A.1.8 ..version Version Version Business version 

of the resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative 

easy-to-read 

representation 

of the full data 

set, e.g. PDF-

version of a 

document 

A narrative easy-

to-read 

representation of 

the full data set, 

e.g. PDF-version 

of a document 

EHDSAttachment 0..*   

A.3 .problem Problem Identification 

of the 

condition, 

problem or 

diagnosis. 

Coded values 

are preferable, 

but text 

should be 

accepted. 

Identification of 

the condition, 

problem or 

diagnosis. Coded 

values are 

preferable, but 

text should be 

accepted. 

CodeableConcept 1..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.

5 eHDSIIllnessandDisorder 

(ICD-10, used in MH@EU); 

1.3.6.1.4.1.12559.11.10.1.3.1.42.

63 eHDSIRareDisease 

(OrphaCodes, used in 

MH@EU); ICD-11; SNOMED 

CT 

eHN PS 

Guideline, 

ISO IPS 

A.4 .diagnosisAssertionStat

us 

Diagnosis 

Assertion 

Status 

Assertion 

about the 

certainty 

associated 

with a 

diagnosis. 

Diagnostic 

and/or clinical 

Assertion about 

the certainty 

associated with a 

diagnosis. 

Diagnostic and/or 

clinical evidence 

of condition. 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.

64 eHDSICertainty (HL7, 

used in MH@EU); 

http://hl7.org/fhir/ValueSet/c

ondition-ver-status (HL7, 

required in HL7 FHIR) 

eHN PS 

Guideline 
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Cod

e 

Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System/Value 

set 

Requireme

nts 

evidence of 

condition. 

A.5 .onsetDate Onset Date Date of 

problem onset 

Onset date of a 

problem/conditio

n 

dateTime 0..1  eHN PS 

Guideline, 

ISO IPS 

A.6 .endDate End Date Problem 

resolution 

date 

The date (or 

estimated date) 

that the condition 

resolved or went 

into remission. 

dateTime 0..1  eHN PS 

Guideline, 

ISO IPS 

A.7 .resolutionCircumstanc

es 

Resolution 

Circumsta

nces 

Describes the 

reason for 

which the 

status of the 

problem 

changed from 

current to 

inactive 

(e.g. surgical 

procedure, 

medical 

treatment, 

etc.). 

This field includes 

free text if the 

resolution 

circumstances are 

not already 

included in other 

fields such as 

surgical 

procedure, 

medical device, 

etc., e.g. hepatic 

cystectomy (this 

will be the 

resolution 

circumstances for 

the problem 

‘hepatic cyst’ and 

will be included in 

string 0..1  eHN PS 

Guideline 



 

91 

 

Cod

e 

Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System/Value 

set 

Requireme

nts 

surgical 

procedures). 

A.8 .problemStatus Problem 

Status 

The clinical 

status of the 

condition 

The clinical status 

of the condition 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.

15 eHDSIStatusCode (SCT, 

used in MH@EU); 

http://hl7.org/fhir/ValueSet/c

ondition-clinical (HL7, 

required in HL7 FHIR) 

ISO IPS, 

MyHealth@

EU, eHN PS 

GUideline 

A.9 .severity Severity Subjective 

assessment of 

the severity of 

the condition. 

Subjective 

assessment of the 

severity of the 

condition. 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.10.1.3.1.42.

13 eHDSISeverity (SCT, used 

in MH@EU); 

http://hl7.org/fhir/ValueSet/c

ondition-severity (SCT, 

Preferred in HL7 FHIR); Basic 

3-Value Severity Scale Value: 

Mild-Moderate-Severe 

http://id.who.int/icd/entity/68

1697550 (ICD-11) 

ISO IPS, 

MyHealth@

EU 

A.10 .specialistContact Specialist 

Contact 

Health 

Professional 

who may be 

specifically 

related to the 

problem, as a 

preferred 

contact. 

Health 

Professional who 

may be 

specifically 

related to the 

problem, as a 

preferred contact. 

EHDSHealthProfess

ional 

0..*  ISO IPS, 

MyHealth@

EU 

A.11 .externalResourceRelat

edWith 

External 

Resource 

External 

Resource 

External Resource 

which may be 

uri 0..*  MyHealth@

EU 
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Cod

e 

Path Element Short Definition Datatype Cardinal

ity 

Preferred Code System/Value 

set 

Requireme

nts 

Related 

With 

which may be 

specifically 

related to the 

problem, for 

example a link 

between a rare 

disease 

problem and 

the 

correspondin

g guidelines. 

specifically 

related to the 

problem, for 

example a link 

between a rare 

disease problem 

and the 

corresponding 

guidelines. 

 1013 

10.1.5 Medication statement model 1014 
Table 5 Medication statement model 1015 

Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code 

System/Value set 

Requiremen

ts 

A EHDSMedicationStatemen

t 

EHDS 

Medication 

Statement 

Medication 

Statement 

Statement about a 

single medication as 

part of a medication 

summary. 

 0..*  MyHealth@

EU 

A.1 .header Header Common header 

for all patient-

related data 

Common header for 

all patient-related 

data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   



 

93 

 

Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code 

System/Value set 

Requiremen

ts 

A.1.2 ..identifier Identifier Business 

identifier for the 

object 

Business identifier for 

the object 

Identifier 0..*   

A.1.3 ..authorship Authorship Authorship Resource authoring 

details 

Base 1..*   

A.1.3.

1 

…author Author Author Author(s) by whom 

the resource 

was/were authored. 

Multiple authors 

could be provided. 

EHDSHealthProfessiona

l, EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.

2 

…datetime Datetime Date and time of 

authoring/issuin

g 

Date and time of the 

issuing the 

document/resource 

by its author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last 

Update 

Date and time of 

the last update to 

the resource 

Date and time of the 

last update to the 

document/informatio

n 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the resource CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the current 

status of the resource. 

CodeableConcept, string 0..1   

A.1.7 ..language Language Language Language in which 

the resource is 

written. Language is 

CodeableConcept 0..1 BCP 47  
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code 

System/Value set 

Requiremen

ts 

expressed by the IETF 

language tag. 

A.1.8 ..version Version Version Business version of 

the resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative easy-

to-read 

representation of 

the full data set, 

e.g. PDF-version 

of a document 

A narrative easy-to-

read representation of 

the full data set, 

e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .medicationTreatmentStatu

s 

Medication 

Treatment 

Status 

The current 

status of the 

taking of 

medicine 

The current status of 

the taking of medicine 

CodeableConcept 0..1  MyHealth@

EU 

A.4 .medication Medication Describes the 

medicinal 

product. 

Describes the 

medicinal product. 

EHDSMedication 1..1  eHN PS 

Guideline, 

ISO IPS, 

MyHealth@

EU 

A.5 .medicationReason Medication 

Reason 

Coded reason for 

the use of the 

medication 

(typically 

diagnosis, or a 

procedure) 

Coded reason for the 

use of the medication 

(typically diagnosis, 

or a procedure) 

CodeableConcept 0..*  eHN PS 

Guideline, 

ISO IPS, 

MyHealth@

EU 
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code 

System/Value set 

Requiremen

ts 

A.6 .medicationReasonText Medication 

Reason 

Text 

Reason for the 

use of the 

medication 

(typically 

diagnosis, or a 

procedure) in 

free text. 

Reason for the use of 

the medication 

(typically diagnosis, 

or a procedure) in free 

text. 

string 0..1  eHN PS 

Guideline, 

ISO IPS, 

MyHealth@

EU 

A.7 .intendedUseType Intended 

Use Type 

The type of 

intended use of 

the medication, 

e.g. prophylactic, 

therapeutic, 

diagnostic, 

anesthesia, etc. 

The type of intended 

use of the medication, 

e.g. prophylactic, 

therapeutic, 

diagnostic, 

anesthesia, etc. 

CodeableConcept 0..1  eHN PS 

Guideline, 

MyHealth@

EU 

A.8 .dosageInstructions Dosage 

Instruction

s 

Details of how 

medication 

is/was taken or 

should be taken 

Details of how 

medication is/was 

taken or should be 

taken. This includes 

the number of units 

per intake and 

frequency of intake 

over a specified 

duration of time. 

Example: 1 tablet 

every 24h, for 10 days 

. 

EHDSDosaging 1..*  eHN PS 

Guideline, 

ISO IPS, 

MyHealth@

EU 

A.9 .periodOfUse Period Of 

Use 

Period when 

patient took, is 

Period when patient 

took, is taking or is 

Period 0..1  eHN PS 

Guideline, 
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code 

System/Value set 

Requiremen

ts 

taking or is 

expected to take 

the medication 

expected to take the 

medication. This 

information may be 

expressed using start 

and end date times 

OR indicating the 

duration. The first is 

used to indicate a 

specified interval 

(e.g., from March 

15th, 2017); the latter 

for indicating a 

‘floating’ period (e.g., 

2 weeks). In case of 

unbounded period 

(continuous therapy), 

the end element will 

be valued with an 

exceptional value. 

ISO IPS, 

MyHealth@

EU 

 1016 
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10.1.6 Medical devices and implants model 1017 
Table 6 Medical devices and implants model 1018 

Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

A EHDSDeviceUse EHDS 

Device Use 

Device use model EHDS refined base model 

for device use information 

 0..*  eHN PS 

Guideline 

A.1 .header Header Common header for 

all patient-related 

data 

Common header for all 

patient-related data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business identifier for 

the object 

Business identifier for the 

object 

Identifier 0..*   

A.1.3 ..authorship Authorship Authorship Resource authoring details Base 1..*   

A.1.3.1 …author Author Author Author(s) by whom the 

resource was/were 

authored. Multiple 

authors could be 

provided. 

EHDSHealthProfessional, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.2 …datetime Datetime Date and time of 

authoring/issuing 

Date and time of the 

issuing the 

document/resource by its 

author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last 

Update 

Date and time of the 

last update to the 

resource 

Date and time of the last 

update to the 

document/information 

dateTime 0..1   
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

A.1.5 ..status Status Current status of the 

device usage. 

Status of the resource CodeableConcept 1..1 HL7 device-

statement-

status 

 

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of the 

resource. 

Reason for the current 

status of the resource. 

CodeableConcept, string 0..1   

A.1.7 ..language Language Language Language in which the 

resource is written. 

Language is expressed by 

the IETF language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of the 

resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative easy-to-

read representation 

of the full data set, 

e.g. PDF-version of a 

document 

A narrative easy-to-read 

representation of the full 

data set, e.g. PDF-version 

of a document 

EHDSAttachment 0..*   

A.3 .startDate Start Date Date when the device 

was implantable to 

the patient or the 

external device was 

first in use. 

Date when the device was 

implantable to the patient 

or the external device was 

first in use. 

dateTime 0..1  eHN PS 

Guideline, ISO 

IPS. 

A.4 .endDate End Date Date when the device 

was explanted from 

the patient or the 

Date when the device was 

explanted from the patient 

dateTime 0..1  eHN PS 

Guideline, ISO 

IPS. 
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

external device was 

no longer in use. 

or the external device was 

no longer in use. 

A.5 .device Device The details of the 

device used. 

The details of the device 

used. 

CodeableConcept, 

EHDSDevice 

1..1  eHN PS 

Guideline, ISO 

IPS. 

A.6 .bodySite Body Site Anatomical location 

of the device. May 

include laterality. 

Anatomical location of the 

device. May include 

laterality. 

EHDSBodyStructure 0..1  eHN PS 

Guideline, ISO 

IPS. 

A.7 .reason Reason Reason or 

justification for the 

use of the device. 

Reason or justification for 

the use of the device. 

CodeableConcept, 

EHDSCondition, 

EHDSObservation, 

EHDSProcedure 

0..*  eHN PS 

Guideline, ISO 

IPS. 

A.8 .source Source Who reported the 

device was being 

used by the patient. 

Who reported the device 

was being used by the 

patient. 

EHDSPatient, 

EHDSHealthProfessional, 

EHDSRelatedPerson 

0..1   

A.9 .note Note Note about the device 

statement that were 

not represented at all 

or sufficiently in one 

of the attributes 

provided in a class. 

These may include 

for example a 

comment, an 

instruction, or a note 

Note about the device 

statement that were not 

represented at all or 

sufficiently in one of the 

attributes provided in a 

class. These may include 

for example a comment, an 

instruction, or a note 

associated with the 

statement. 

string 0..*   



 

100 

 

Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

associated with the 

statement. 

 1019 

10.1.7 Procedure model 1020 
Table 7 Procedure model 1021 

Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirement

s 

A EHDSProcedur

e 

EHDS 

Procedure 

Procedure 

model 

EHDS refined base 

model for an action 

that is or was 

performed on or for a 

patient 

 0..*  eHN PS 

Guideline, 

ISO IPS. 

A.1 .header Header Common header 

for all patient-

related data 

Common header for 

all patient-related 

data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business 

identifier for the 

object 

Business identifier 

for the object 

Identifier 0..*   

A.1.3 ..authorship Authorship Authorship Resource authoring 

details 

Base 1..*   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirement

s 

A.1.3.

1 

…author Author Author Author(s) by whom 

the resource 

was/were authored. 

Multiple authors 

could be provided. 

EHDSHealthProfession

al, EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.

2 

…datetime Datetime Date and time of 

authoring/issuin

g 

Date and time of the 

issuing the 

document/resource 

by its author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last Update Date and time of 

the last update 

to the resource 

Date and time of the 

last update to the 

document/informati

on 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the resource CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the 

current status of the 

resource. 

CodeableConcept, 

string 

0..1   

A.1.7 ..language Language Language Language in which 

the resource is 

written. Language is 

expressed by the 

IETF language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of 

the resource. 

string 0..1   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirement

s 

A.2 .presentedFor

m 

Presented 

Form 

A narrative 

easy-to-read 

representation 

of the full data 

set, e.g. PDF-

version of a 

document 

A narrative easy-to-

read representation 

of the full data set, 

e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .code Code Code 

identifying the 

procedure 

Code identifying the 

procedure 

CodeableConcept 0..1 SNOMED CT  

A.4 .date Date Date and time of 

the procedure or 

interval of its 

performance 

Date and time of the 

procedure or interval 

of its performance 

dateTime, Period 0..1   

A.5 .performer Performer An actor who 

performed the 

procedure 

An actor who 

performed the 

procedure 

EHDSHealthProfession

al 

0..*   

A.6 .bodySite Body Site Procedure target 

body site. 

Details of where 

the procedure 

was performed. 

Laterality may 

be included as 

qualifier of the 

body site. 

Procedure target 

body site. Details of 

where the procedure 

was performed. 

Laterality may be 

included as qualifier 

of the body site. 

EHDSBodyStructure 0..* 1.3.6.1.4.1.12559

.11.10.1.3.1.42.6

5 

eHDSIBodySite 

eHN PS 

Guideline, 

ISO IPS. 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirement

s 

A.7 .reason Reason The reason why 

the procedure 

was performed. 

This may be a 

concept from a 

terminology or a 

reference to a 

specific instance 

that describes 

the reason. 

The reason why the 

procedure was 

performed. This may 

be a concept from a 

terminology or a 

reference to a specific 

instance that 

describes the reason. 

CodeableConcept, 

EHDSCondition, 

EHDSObservation, 

EHDSProcedure 

0..* SNOMED CT, 

ICD-10, 

Orphacode if 

rare disease is 

diagnosed 

eHN PS 

Guideline, 

ISO IPS. 

A.8 .outcome Outcome The outcome of 

the procedure - 

did it resolve the 

reasons for the 

procedure being 

performed? 

The outcome of the 

procedure - did it 

resolve the reasons 

for the procedure 

being performed? 

CodeableConcept 0..1 SNOMED CT eHN PS 

Guideline, 

ISO IPS. 

A.9 .complication Complicatio

n 

Any 

complications 

that occurred 

during the 

procedure, or in 

the immediate 

post-

performance 

period. These 

are generally 

tracked 

separately from 

Any complications 

that occurred during 

the procedure, or in 

the immediate post-

performance period. 

These are generally 

tracked separately 

from the procedure 

description, which 

will typically 

describe the 

procedure itself 

CodeableConcept 0..* ICD-10, 

SNOMED CT, 

Orphacode if 

rare disease is 

diagnosed 

eHN PS 

Guideline, 

ISO IPS. 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirement

s 

the procedure 

description, 

which will 

typically 

describe the 

procedure itself 

rather than any 

‘post procedure’ 

issues. 

rather than any ‘post 

procedure’ issues. 

A.10 .deviceUsed Device Used Device used to 

perform the 

procedure 

Device used to 

perform the 

procedure 

EHDSDevice 0..*   

A.11 .focalDevice Focal Device Device(s) that 

is/are 

implanted, 

removed, or 

otherwise 

manipulated 

(calibration, 

battery 

replacement, 

fitting a 

prosthesis, 

attaching a 

wound-vac, etc.) 

as a focal portion 

of the 

Procedure. 

Device(s) that is/are 

implanted, removed, 

or otherwise 

manipulated 

(calibration, battery 

replacement, fitting a 

prosthesis, attaching 

a wound-vac, etc.) as 

a focal portion of the 

Procedure. 

EHDSDevice 0..*   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirement

s 

A.12 .note Note Additional 

information 

about the 

procedure 

Additional 

information about 

the procedure 

string 0..1   

 1022 

10.1.8 Vaccination/prophylaxis model 1023 
Table 8 Vaccination/prophylaxis model 1024 

Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirement

s 

A EHDSImmunisation EHDS 

Immunisation 

Immunisation 

model 

EHDS refined base 

model for 

Immunisation 

 0..*  eHN PS 

Guideline, 

ISO IPS 

A.1 .header Header Common header 

for all patient-

related data 

Common header for 

all patient-related data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business 

identifier for the 

object 

Business identifier for 

the object 

Identifier 0..*   

A.1.3 ..authorship Authorship Authorship Resource authoring 

details 

Base 1..*   
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirement

s 

A.1.3.

1 

…author Author Author Author(s) by whom 

the resource was/were 

authored. Multiple 

authors could be 

provided. 

EHDSHealthProfession

al, EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.

2 

…datetime Datetime Date and time of 

authoring/issuin

g 

Date and time of the 

issuing the 

document/resource by 

its author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last Update Date and time of 

the last update to 

the resource 

Date and time of the 

last update to the 

document/informatio

n 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Indicates the current 

status of the 

immunisation event 

(completed, not-

done). 

CodeableConcept 1..1   

A.1.6 ..statusReason Status Reason Reason for the 

current status of 

the resource. 

Reason for the current 

status of the resource. 

CodeableConcept, 

string 

0..1   

A.1.7 ..language Language Language Language in which 

the resource is written. 

Language is expressed 

CodeableConcept 0..1 BCP 47  
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirement

s 

by the IETF language 

tag. 

A.1.8 ..version Version Version Business version of 

the resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative easy-

to-read 

representation of 

the full data set, 

e.g. PDF-version 

of a document 

A narrative easy-to-

read representation of 

the full data set, 

e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .diseaseOrAgentTargete

d 

Disease Or 

Agent 

Targeted 

Disease or agent 

targeted 

Disease or agent that 

the vaccination 

provides protection 

against. 

CodeableConcept 0..* ICD-10, 

SNOMED CT 

 

A.4 .vaccine Vaccine Type of vaccine Generic description of 

the 

vaccine/prophylaxis 

or its component(s). 

CodeableConcept 1..1 SNOMED CT, 

ATC 

 

A.5 .administeredProduct Administered 

Product 

Administered 

product 

Medicinal product 

administered. 

EHDSMedication 0..1   

A.6 .doseNumber Dose Number Number in a 

series of 

vaccinations / 

doses 

Order in the 

vaccination course. 

integer 0..1   
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirement

s 

A.7 .dateOfVaccination Date Of 

Vaccination 

Date of 

vaccination 

The date and time 

when the vaccination 

was administered 

date 1..1   

A.8 .administeringCentre Administerin

g Centre 

Administering 

centre 

Name/code of 

administering centre 

or a health authority 

responsible for the 

vaccination event 

EHDSOrganisation 0..*   

A.9 .vaccineAdministrator Vaccine 

Administrator 

Administrator of 

vaccine 

Health professional 

responsible for 

administering the 

vaccine or 

prophylaxis 

EHDSHealthProfession

al 

0..*   

A.10 .nextVaccinationDate Next 

Vaccination 

Date 

Next vaccination 

date 

The date when the 

vaccination is planned 

to be given/repeated 

(e.g. next dose) 

date 0..1   
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109 

 

10.1.9 Functional status model 1026 
Table 9 Functional status model 1027 

Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

A EHDSFunctionalStatus EHDS 

Functional 

Status 

Functional 

status 

EHDS refined base 

model for Functional 

status 

 0..*  eHN PS 

Guideline, 

ISO IPS. 

A.1 .header Header Common header 

for all patient-

related data 

Common header for 

all patient-related 

data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business 

identifier for the 

object 

Business identifier 

for the object 

Identifier 0..*   

A.1.3 ..authorship Authorshi

p 

Authorship Resource authoring 

details 

Base 1..*   

A.1.3.

1 

…author Author Author Author(s) by whom 

the resource 

was/were authored. 

Multiple authors 

could be provided. 

EHDSHealthProfessi

onal, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.

2 

…datetime Datetime Date and time of 

authoring/issuin

g 

Date and time of the 

issuing the 

document/resource 

by its author. 

dateTime 1..1   
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

A.1.4 ..lastUpdate Last 

Update 

Date and time of 

the last update 

to the resource 

Date and time of the 

last update to the 

document/informati

on 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the resource CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the 

current status of the 

resource. 

CodeableConcept, 

string 

0..1   

A.1.7 ..language Language Language Language in which 

the resource is 

written. Language is 

expressed by the 

IETF language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of 

the resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative 

easy-to-read 

representation 

of the full data 

set, e.g. PDF-

version of a 

document 

A narrative easy-to-

read representation 

of the full data set, 

e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .description Descriptio

n 

Narrative 

description of 

Narrative description 

of the need for the 

string 0..1  eHN HDR 

Guideline, 
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

the functional 

status 

patient to be 

continuously 

assessed by third 

parties; functional 

status may influence 

decisions about how 

to plan and 

administer 

treatments. 

MyHealth@E

U, ISO IPS 

A.4 .relatedConditions Related 

Conditions 

Conditions 

related to the 

functional status 

Conditions related to 

the functional status 

EHDSCondition 0..*  eHN HDR 

Guideline, 

ISO IPS 

A.5 .functionalStatusAssessment Functional 

Status 

Assessmen

t 

Functional 

assessment of 

the patient 

Functional status 

assessment of the 

patient according to a 

specific assessment 

scheme. 

Base 0..*  eHN HDR 

Guideline, 

ISO IPS 

A.5.1 ..functionalAssessmentDescripti

on 

Functional 

Assessmen

t 

Descriptio

n 

Description of 

the functional 

assessment 

Description of the 

functional 

assessment 

string 0..1  eHN HDR 

Guideline, 

ISO IPS 

A.5.2 ..functionalAssessmentCode Functional 

Assessmen

t Code 

Standardised 

code 

corresponding 

Standardised code 

corresponding to the 

Functional 

assessment 

CodeableConcept 0..1 ICF, SNOMED 

CT 

eHN HDR 

Guideline, 

ISO IPS 
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

to the Functional 

assessment 

A.5.3 ..functionalAssessmentDateTim

e 

Functional 

Assessmen

t Date 

Time 

Date and time of 

the functional 

assessment 

Date and time of the 

functional 

assessment 

dateTime 0..1  eHN HDR 

Guideline, 

ISO IPS 

A.5.4 ..functionalAssessmentResult Functional 

Assessmen

t Result 

Functional 

assessment 

result value 

Functional 

assessment result 

value 

string, Quantity, 

CodeableConcept 

0..1 ICF, SNOMED 

CT 

eHN HDR 

Guideline, 

ISO IPS 
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10.1.10 Social history model 1029 
Table 10 Social history model 1030 

Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

A EHDSSocialHistory EHDS 

Social 

History 

Social history 

model 

EHDS model for social 

history observations 

 0..*  eHN PS 

Guideline, ISO 

IPS 

A.1 .header Header Common header 

for all patient-

related data 

Common header for all 

patient-related data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

A.1.2 ..identifier Identifier Business identifier 

for the object 

Business identifier for 

the object 

Identifier 0..*   

A.1.3 ..authorship Authorship Authorship Resource authoring 

details 

Base 1..*   

A.1.3.1 …author Author Author Author(s) by whom the 

resource was/were 

authored. Multiple 

authors could be 

provided. 

EHDSHealthProfessional, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.2 …datetime Datetime Date and time of 

authoring/issuing 

Date and time of the 

issuing the 

document/resource by 

its author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last Update Date and time of 

the last update to 

the resource 

Date and time of the last 

update to the 

document/information 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the resource CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the current 

status of the resource. 

CodeableConcept, string 0..1   

A.1.7 ..language Language Language Language in which the 

resource is written. 

Language is expressed 

CodeableConcept 0..1 BCP 47  
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Value 

set 

Requirements 

by the IETF language 

tag. 

A.1.8 ..version Version Version Business version of the 

resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative easy-

to-read 

representation of 

the full data set, 

e.g. PDF-version of 

a document 

A narrative easy-to-read 

representation of the full 

data set, e.g. PDF-

version of a document 

EHDSAttachment 0..*   

A.3 .description Description Textual 

description of the 

social history. 

Textual description of 

the social history. 

string 0..1  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS 

A.4 .observation Observation Social history 

observations 

related to health 

Health related lifestyle 

factors or lifestyle 

observations and social 

determinants of health. 

Example: cigarette 

smoker, alcohol 

consumption 

EHDSObservation 0..1  MyHealth@EU,  

A.5 .referencePeriod Reference 

Period 

Reference date 

range 

Example: from 1974 to 

2004 

Period 0..1  eHN PS 

Guideline, 

MyHealth@EU, 

ISO IPS 

 1031 
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10.1.11 Current pregnancy model 1032 
Table 11 Current pregnancy model 1033 

Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A EHDSCurrentPregnan

cy 

EHDS 

Current 

Pregnanc

y 

Current 

pregnancy 

status model 

Current pregnancy 

status 

 0..*  eHN PS 

Guideline, ISO 

IPS. 

A.1 .header Header Common 

header for all 

patient-related 

data 

Common header for 

all patient-related 

data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business 

identifier for the 

object 

Business identifier 

for the object 

Identifier 0..*   

A.1.3 ..authorship Authorshi

p 

Authorship Resource authoring 

details 

Base 1..*   

A.1.3.

1 

…author Author Author Author(s) by whom 

the resource 

was/were authored. 

Multiple authors 

could be provided. 

EHDSHealthProfessi

onal, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.

2 

…datetime Datetime Date and time of 

authoring/issui

ng 

Date and time of the 

issuing the 

document/resource 

by its author. 

dateTime 1..1   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.1.4 ..lastUpdate Last 

Update 

Date and time of 

the last update 

to the resource 

Date and time of the 

last update to the 

document/informatio

n 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the resource CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the 

current status of the 

resource. 

CodeableConcept, 

string 

0..1   

A.1.7 ..language Language Language Language in which 

the resource is 

written. Language is 

expressed by the 

IETF language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of 

the resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative 

easy-to-read 

representation 

of the full data 

set, e.g. PDF-

version of a 

document 

A narrative easy-to-

read representation 

of the full data set, 

e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .narrative Narrative Textual 

description of 

current 

Narrative description 

describing the status 

of the current 

pregnancy. 

string 0..1  eHN PS 

Guideline, ISO 

IPS 



 

117 

 

Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

pregnancy 

status 

A.4 .currentPregnancyStat

us 

Current 

Pregnanc

y Status 

Current 

pregnancy 

status 

Current state of the 

pregnancy at the date 

the observation was 

made, e.g. pregnant, 

not pregnant, 

unknown. 

CodeableConcept 1..1 1.3.6.1.4.1.12559.11.10.1.

3.1.42.60 

eHDSICurrentPregnanc

yStatus (SNOMED CT, 

used in MH@EU); 

1.3.6.1.4.1.12559.11.10.1.

3.1.42.63 

eHDSIRareDisease 

(OrphaCodes, used in 

MH@EU); ICD-11; 

SNOMED CT 

eHN PS 

Guideline, ISO 

IPS 

A.5 .dateOfStatus Date Of 

Status 

Date of status Effective date of the 

current pregnancy 

status. 

dateTime 0..1  eHN PS 

Guideline, ISO 

IPS 

A.6 .expectedDateOfDeliv

ery 

Expected 

Date Of 

Delivery 

Expected date of 

delivery 

Date in which the 

woman is due to give 

birth. Year, day and 

month are required. 

date 0..1  eHN PS 

Guideline, ISO 

IPS 

 1034 
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10.1.12 Pregnancy history model 1035 
Table 12 Pregnancy history model 1036 

Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code 

System/Value set 

Requiremen

ts 

A EHDSPregnancyHist

ory 

EHDS 

Pregnanc

y History 

Pregnancy 

history model 

Pregnancy history 

for one pregnancy 

 0..*  eHN PS 

Guideline, 

ISO IPS. 

A.1 .header Header Common 

header for all 

patient-related 

data 

Common header for 

all patient-related 

data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business 

identifier for the 

object 

Business identifier 

for the object 

Identifier 0..*   

A.1.3 ..authorship Authorshi

p 

Authorship Resource authoring 

details 

Base 1..*   

A.1.3.

1 

…author Author Author Author(s) by whom 

the resource 

was/were authored. 

Multiple authors 

could be provided. 

EHDSHealthProfessio

nal, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.

2 

…datetime Datetime Date and time 

of 

authoring/issui

ng 

Date and time of the 

issuing the 

document/resource 

by its author. 

dateTime 1..1   
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code 

System/Value set 

Requiremen

ts 

A.1.4 ..lastUpdate Last 

Update 

Date and time 

of the last 

update to the 

resource 

Date and time of the 

last update to the 

document/informati

on 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the 

resource 

CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the 

current status of the 

resource. 

CodeableConcept, 

string 

0..1   

A.1.7 ..language Language Language Language in which 

the resource is 

written. Language is 

expressed by the 

IETF language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of 

the resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative 

easy-to-read 

representation 

of the full data 

set, e.g. PDF-

version of a 

document 

A narrative easy-to-

read representation 

of the full data set, 

e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .narrative Narrative Narrative, 

potentially 

formatted, 

Narrative 

description 

describing the 

outcome of any 

string 0..1  eHN PS 

Guideline, 

ISO IPS 
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code 

System/Value set 

Requiremen

ts 

content of the 

section 

previous 

pregnancies. 

A.4 .outcomeDate Outcome 

Date 

Outcome date Date referred to the 

previous 

pregnancies 

outcome. 

dateTime 0..1  eHN PS 

Guideline, 

ISO IPS 

A.5 .outcome Outcome Outcome Outcome of the 

previous pregnancy. 

CodeableConcept 0..1 1.3.6.1.4.1.12559.11.10.1.3.1.4

2.62 

eHDSIOutcomeOfPregnancy 

(SNOMED CT, used in 

MH@EU); 

1.3.6.1.4.1.12559.11.10.1.3.1.4

2.63 eHDSIRareDisease 

(OrphaCodes, used in 

MH@EU); ICD-11; SNOMED 

CT 

eHN PS 

Guideline, 

ISO IPS 

A.6 .numberOfChildren Number 

Of 

Children 

Number of 

children/fetuses 

in this specific 

pregnancy 

Number of 

children/fetuses in 

this specific 

pregnancy 

integer 0..1  eHN PS 

Guideline, 

ISO IPS 

 1037 
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10.1.13 Travel history model 1038 
Table 13 Travel history model 1039 

Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A EHDSTravelHistory EHDS 

Travel 

History 

Travel history 

model 

Relevant information 

about the patient’s 

recent travel history, for 

one visit 

 0..*  eHN PS 

Guideline, ISO 

IPS. 

A.1 .header Header Common header 

for all patient-

related data 

Common header for all 

patient-related data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business identifier 

for the object 

Business identifier for 

the object 

Identifier 0..*   

A.1.3 ..authorship Authorship Authorship Resource authoring 

details 

Base 1..*   

A.1.3.1 …author Author Author Author(s) by whom the 

resource was/were 

authored. Multiple 

authors could be 

provided. 

EHDSHealthProfessional, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.2 …datetime Datetime Date and time of 

authoring/issuing 

Date and time of the 

issuing the 

document/resource by 

its author. 

dateTime 1..1   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value set 

Requirements 

A.1.4 ..lastUpdate Last 

Update 

Date and time of 

the last update to 

the resource 

Date and time of the last 

update to the 

document/information 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the resource CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the current 

status of the resource. 

CodeableConcept, string 0..1   

A.1.7 ..language Language Language Language in which the 

resource is written. 

Language is expressed 

by the IETF language 

tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of the 

resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative easy-

to-read 

representation of 

the full data set, 

e.g. PDF-version 

of a document 

A narrative easy-to-

read representation of 

the full data set, 

e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .country Country Country visited Country visited CodeableConcept 1..1 ISO 3166 eHN PS 

Guideline 

A.4 .period Period Date of entry and 

departure 

The period during 

which the patient 

visited the country 

Period 0..1  eHN PS 

Guideline 

 1040 
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10.1.14 Advance directive model 1041 
Table 14 Advance directive model 1042 

Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirements 

A EHDSAdvanceDirective EHDS 

Advance 

Directive 

Advance 

directive model 

Healthcare directives 

concerning life or after 

life wishes of the 

patient 

 0..*  eHN PS 

Guideline, ISO 

IPS, 

MyHealth@EU 

A.1 .header Header Common header 

for all patient-

related data 

Common header for 

all patient-related 

data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business 

identifier for the 

object 

Business identifier for 

the object 

Identifier 0..*   

A.1.3 ..authorship Authorship Authorship Resource authoring 

details 

Base 1..*   

A.1.3.

1 

…author Author Author Author(s) by whom 

the resource was/were 

authored. Multiple 

authors could be 

provided. 

EHDSHealthProfessio

nal, 

EHDSOrganisation, 

EHDSDevice 

1..1   

A.1.3.

2 

…datetime Datetime Date and time of 

authoring/issuin

g 

Date and time of the 

issuing the 

document/resource 

by its author. 

dateTime 1..1   
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirements 

A.1.4 ..lastUpdate Last 

Update 

Date and time of 

the last update to 

the resource 

Date and time of the 

last update to the 

document/informatio

n 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the resource CodeableConcept 1..1   

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the current 

status of the resource. 

CodeableConcept, 

string 

0..1   

A.1.7 ..language Language Language Language in which 

the resource is 

written. Language is 

expressed by the IETF 

language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of 

the resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative easy-

to-read 

representation of 

the full data set, 

e.g. PDF-version 

of a document 

A narrative easy-to-

read representation of 

the full data set, 

e.g. PDF-version of a 

document 

EHDSAttachment 0..*   

A.3 .category Category Categories of 

Directives 

related to 

Categories of 

Directives related to 

decisions prior and 

after death 

CodeableConcept 0..* SNOMED CT ISO IPS 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirements 

decisions prior 

and after death 

A.4 .narrative Narrative Textual 

description of the 

directive 

Textual description of 

the directive 

string 0..1  eHN PS and 

HDR 

Guidelines, 

MyHealth@EU

, ISO IPS 

A.5 .effectivePeriod Effective 

Period 

Time period 

during which the 

directive is 

effective 

Time period during 

which the directive is 

effective 

Period 0..1  eHN HDR 

Guideline, ISO 

IPS 

A.6 .authorisingEntity Authorisin

g Entity 

Person or 

organisation that 

authorises the 

directive 

Person or 

organisation that 

authorises the 

directive 

EHDSPatient, 

EHDSHealthProfessio

nal, 

EHDSRelatedPerson, 

EHDSOrganisation 

0..1  ISO IPS 

A.7 .relatedConditions Related 

Conditions 

The problem or 

disorder to 

which the living 

will applies. 

Multiple fields 

could be 

provided. 

The problem or 

disorder to which the 

living will applies. 

Multiple fields could 

be provided. 

CodeableConcept 0..* ICD-10, 

SNOMED CT, 

Orphacode 

ISO IPS 

A.8 .advanceDirectiveDocumen

t 

Advance 

Directive 

Document 

Scanned source 

document with 

the living will 

and the patient’s 

Scanned source 

document with the 

living will and the 

EHDSAttachment 0..1  eHN HDR 

Guideline, ISO 

IPS 
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Code Path Element Short Definition Datatype Cardinality Preferred Code 

System/Value 

set 

Requirements 

signature, such 

as a PDF. 

patient’s signature, 

such as a PDF. 

 1043 

10.1.15 Results model 1044 
Table 15 Results model 1045 

Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code System Requiremen

ts 

A EHDSObservatio

n 

EHDS 

Observation 

Observation 

model 

EHDS refined base 

model for 

Observation 

information 

 0..*   

A.1 .header Header Common header 

for all patient-

related data 

Common header for 

all patient-related 

data 

Base 1..1   

A.1.1 ..subject Subject Subject Patient/subject 

information 

EHDSPatient 1..1   

A.1.2 ..identifier Identifier Business identifier 

for the object 

Business identifier 

for the object 

Identifier 0..*   

A.1.3 ..authorship Authorship Authorship Resource authoring 

details 

Base 1..*   

A.1.3.1 …author Author Author Author(s) by whom 

the resource 

was/were authored. 

EHDSHealthProfessional, 

EHDSOrganisation, 

EHDSDevice 

1..1   
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code System Requiremen

ts 

Multiple authors 

could be provided. 

A.1.3.2 …datetime Datetime Date and time of 

authoring/issuing 

Date and time of the 

issuing the 

document/resource 

by its author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last Update Date and time of 

the last update to 

the resource 

Date and time of the 

last update to the 

document/informati

on 

dateTime 0..1   

A.1.5 ..status Status Status of the 

resource 

Status of the 

resource 

CodeableConcept 1..1 HL7 Observation status  

A.1.6 ..statusReason Status 

Reason 

Reason for the 

current status of 

the resource. 

Reason for the 

current status of the 

resource. 

CodeableConcept, string 0..1   

A.1.7 ..language Language Language Language in which 

the resource is 

written. Language is 

expressed by the 

IETF language tag. 

CodeableConcept 0..1 BCP 47  

A.1.8 ..version Version Version Business version of 

the resource. 

string 0..1   

A.2 .presentedForm Presented 

Form 

A narrative easy-

to-read 

representation of 

the full data set, 

A narrative easy-to-

read representation 

of the full data set, 

e.g. PDF-version of 

a document 

EHDSAttachment 0..*   
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code System Requiremen

ts 

e.g. PDF-version of 

a document 

A.3 .observationDate Observation 

Date 

Clinically relevant 

time or time period 

for the observation 

Clinically relevant 

time or time period 

for the observation 

dateTime, Period 1..1   

A.4 .code Code Observation code Code representing 

the observation 

using the agreed 

code systems. 

CodeableConcept 1..1 LOINC, NPU, 

SNOMED CT 

 

A.5 .originalName Original 

Name 

Original 

(conventional) 

name of the 

observation 

Original 

(conventional) name 

of the observation 

string 0..1   

A.6 .method Method Observation 

method 

Observation method 

(measurement 

principle) to obtain 

the result. 

CodeableConcept 0..1 SNOMED CT  

A.7 .order Order Identifies order 

and order placer 

this observation 

belongs to 

Identifies order and 

order placer this 

observation belongs 

to 

EHDSServiceRequest 0..1   

A.8 .performer Performer Performer Performer EHDSHealthProfessional 0..1   

A.9 .anatomicLocatio

n 

Anatomic 

Location 

Anatomic location 

and laterality 

where the 

observation was 

performed. 

Anatomic location 

and laterality where 

the observation was 

performed. 

EHDSBodyStructure 0..1   



 

129 

 

Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code System Requiremen

ts 

A.10 .result Result Result of the 

observation 

including text, 

numeric and 

coded results of 

the measurement 

and measurement 

uncertainty. 

Content of the 

observation result 

will vary 

according to the 

type of the 

observation. 

Result of the 

observation 

including text, 

numeric and coded 

results of the 

measurement and 

measurement 

uncertainty. Content 

of the observation 

result will vary 

according to the 

type of the 

observation. 

Base 0..1   

A.10.1 ..value Value Observation result 

value according to 

the type of 

observation 

Observation result 

value according to 

the type of 

observation 

string, Quantity, Range, 

CodeableConcept 

1..1 UCUM for units, 

SNOMED CT for coded 

results 

 

A.10.2 ..uncertainty Uncertainty Measurement 

uncertainty type 

and interval if 

needed. 

Measurement 

uncertainty type 

and interval if 

needed. 

Base [Not modelled] 0..1   

A.11 .dataAbsentReas

on 

Data Absent 

Reason 

Provides a reason 

why the expected 

value in the 

element 

Observation.value

[x] is missing. 

Provides a reason 

why the expected 

value in the element 

Observation.value[x

] is missing. 

CodeableConcept 0..1 HL7 Data absent reason  
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code System Requiremen

ts 

A.12 .referenceRange Reference 

Range 

Reference range, 

multiple reference 

ranges of different 

types culd by 

provided. 

Provides guide for 

interpretation of 

result. 

Reference range, 

multiple reference 

ranges of different 

types culd by 

provided. Provides 

guide for 

interpretation of 

result. 

Base [Not modelled] 0..*   

A.13 .interpretation Interpretati

on 

Information about 

reference intervals 

and result 

interpretation. 

Information about 

reference intervals 

and result 

interpretation. 

CodeableConcept 0..* SNOMED CT, HL7 

ObservationInterpretat

ion 

 

A.14 .resultDescriptio

n 

Result 

Description 

Comments and 

narrative 

representation of 

the observation 

result and 

findings. 

Comments and 

narrative 

representation of the 

observation result 

and findings. 

string 0..1   

A.15 .component Component Component in case 

the observation 

consists of 

multiple sub-

observations 

(e.g. blood 

pressure). 

Component in case 

the observation 

consists of multiple 

sub-observations 

(e.g. blood 

pressure). 

Base 0..*   

A.15.1 ..result Result Result of the 

observation 

including text, 

Result of the 

observation 

including text, 

Base 0..1   
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code System Requiremen

ts 

numeric and 

coded results of 

the measurement 

and measurement 

uncertainty. 

Content of the 

observation result 

will vary 

according to the 

type of the 

observation. 

numeric and coded 

results of the 

measurement and 

measurement 

uncertainty. Content 

of the observation 

result will vary 

according to the 

type of the 

observation. 

A.15.1.

1 

…value Value Observation result 

value according to 

the type of 

observation 

Observation result 

value according to 

the type of 

observation 

string, Quantity, Range, 

CodeableConcept 

1..1   

A.15.1.

2 

…uncertainty Uncertainty Measurement 

uncertainty type 

and interval if 

needed. 

Measurement 

uncertainty type 

and interval if 

needed. 

Base [Not modelled] 0..1   

A.15.2 ..dataAbsentReas

on 

Data Absent 

Reason 

Provides a reason 

why the expected 

value in the 

element 

Observation.value

[x] is missing. 

Provides a reason 

why the expected 

value in the element 

Observation.value[x

] is missing. 

CodeableConcept 0..1 HL7 Data absent reason  

A.15.3 ..referenceRange Reference 

Range 

Reference range, 

multiple reference 

ranges of different 

Reference range, 

multiple reference 

ranges of different 

Base [Not modelled] 0..*   
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code System Requiremen

ts 

types culd by 

provided. 

Provides guide for 

interpretation of 

result. 

types culd by 

provided. Provides 

guide for 

interpretation of 

result. 

A.15.4 ..interpretation Interpretati

on 

Information about 

reference intervals 

and result 

interpretation. 

Information about 

reference intervals 

and result 

interpretation. 

CodeableConcept 0..* SNOMED CT, HL7 

ObservationInterpretat

ion 

 

A.16 .derivedFrom Derived 

From 

Reference to the 

related resource 

from which the 

observation has 

been made. For 

example, a 

calculated anion 

gap or a fetal 

measurement 

based on an 

ultrasound image. 

Reference to the 

related resource 

from which the 

observation has 

been made. For 

example, a 

calculated anion gap 

or a fetal 

measurement based 

on an ultrasound 

image. 

EHDSObservation, 

EHDSLaboratoryObservati

on, EHDSImagingStudy 

0..*   

A.17 .triggeredBy Triggered 

By 

References to the 

observation(s) that 

triggered the 

performance of 

this observation. 

References to the 

observation(s) that 

triggered the 

performance of this 

observation. 

EHDSLaboratoryObservati

on, EHDSObservation 

0..*   

A.18 .hasMember Has 

Member 

This observation is 

a group 

observation (e.g. a 

This observation is a 

group observation 

(e.g. a battery, a 

EHDSLaboratoryObservati

on, EHDSObservation 

0..*   
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Code Path Element Short Definition Datatype Cardinalit

y 

Preferred Code System Requiremen

ts 

battery, a panel of 

tests, a set of vital 

sign 

measurements) 

that includes the 

target as a member 

of the group. 

panel of tests, a set 

of vital sign 

measurements) that 

includes the target 

as a member of the 

group. 

 1046 

10.1.16 Care plan model 1047 
Table 16 Care plan model 1048 

Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Val

ue set 

Requireme

nts 

A EHDSCareP

lan 

EHDS 

Care 

Plan 

Care plan model EHDS simplified model for care plan. 

The model includes very minimal 

information and is not designed to 

cover the full functionality of care 

plans. 

 0..*  eHN 

Guideline, 

ISO IPS, 

MyHealth@

EU 

A.1 .header Header Common header for all patient-

related data 

Common header for all patient-

related data 

Base 1..1   

A.1.1 ..subject Subject The patient whose intended care 

is described by the plan. 

Patient/subject information EHDSPatient 1..1   

A.1.2 ..identifier Identifie

r 

Identifier for the care plan Business identifier for the object Identifier 0..*   
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Val

ue set 

Requireme

nts 

A.1.3 ..authorship Authors

hip 

Authorship Resource authoring details Base 1..*   

A.1.3

.1 

…author Author Author Author(s) by whom the resource 

was/were authored. Multiple authors 

could be provided. 

EHDSHealthPro

fessional, 

EHDSOrganisati

on, EHDSDevice 

1..1   

A.1.3

.2 

…datetime Datetime Date and time of 

authoring/issuing 

Date and time of the issuing the 

document/resource by its author. 

dateTime 1..1   

A.1.4 ..lastUpdate Last 

Update 

Date and time of the last update 

to the resource 

Date and time of the last update to the 

document/information 

dateTime 0..1   

A.1.5 ..status Status Indicates whether the plan is 

currently being acted upon, 

represents future intentions or is 

now a historical record. 

Status of the resource CodeableConce

pt 

1..1 HL7 Request 

status 

 

A.1.6 ..statusReas

on 

Status 

Reason 

Reason for the current status of 

the resource. 

Reason for the current status of the 

resource. 

CodeableConce

pt, string 

0..1   

A.1.7 ..language Languag

e 

Language Language in which the resource is 

written. Language is expressed by the 

IETF language tag. 

CodeableConce

pt 

0..1 BCP 47  

A.1.8 ..version Version Version Business version of the resource. string 0..1   

A.2 .presentedF

orm 

Presente

d Form 

A narrative easy-to-read 

representation of the full data set, 

e.g. PDF-version of a document 

A narrative easy-to-read 

representation of the full data set, 

e.g. PDF-version of a document 

EHDSAttachme

nt 

0..*   
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Code Path Element Short Definition Datatype Cardinality Preferred 

Code 

System/Val

ue set 

Requireme

nts 

A.3 .title Title Human-friendly name for the 

care plan 

Human-friendly name for the care 

plan 

string 0..1   

A.4 .description Descripti

on 

A description of the scope and 

nature of the plan. 

A description of the scope and nature 

of the plan. 

string 0..1   

A.5 .period Period Indicates when the plan did (or is 

intended to) come into effect and 

end. 

Indicates when the plan did (or is 

intended to) come into effect and end. 

Period 0..1   

A.6 .addresses Address

es 

Conditions/problems/concerns/di

agnoses/etc. whose management 

and/or mitigation are handled by 

this plan. 

Conditions/problems/concerns/diagn

oses/etc. whose management and/or 

mitigation are handled by this plan. 

CodeableConce

pt 

0..* ICD-10, 

SNOMED 

CT, 

Orphacode 

eHN 

Guideline 

A.7 .activity Activity The details of the proposed 

activity represented in a specific 

resource. 

The details of the proposed activity 

represented in a specific resource. 

string 0..1   

 1049 

 1050 

 1051 

 1052 

 1053 



 

 

10.2 Annex II Patient summary conformance questionnaire results 1054 

The Patient Summary Questionnaire follows the same structure in which the Patient Summary contents are 1055 

presented. The information in the Patient Summary is grouped into three hierarchical levels, starting from 1056 

the wider: Conceptual Grouping, Sections and Data Elements, in a way that a single Conceptual Grouping 1057 

collects different Sections, and each Section collects different Data Elements. 1058 

Concerning the Patient Clinical Data section of the Patient Summary, the Conceptual Grouping and the 1059 

respective Sections are as shown below. 1060 

Conceptual groupings and Sections of Patient Clinical Data (part of Patient Summary) 1061 

CONCEPTUAL GROUPING SECTION 

ALERTS Allergies and intolerances 

ALERTS Medical alert information 

MEDICAL HISTORY Vaccinations 

MEDICAL HISTORY 
List of Resolved, Closed or Inactive 

problems 

MEDICAL HISTORY Medical History 

MEDICAL PROBLEMS List of current problems/diagnosis 

MEDICAL PROBLEMS Medical devices 

MEDICAL PROBLEMS Procedures 

MEDICAL PROBLEMS Functional status 

MEDICATION SUMMARY Current and relevant past medicines 

SOCIAL HISTORY Social History Observations 

PREGNANCY HISTORY Current pregnancy status 

PREGNANCY HISTORY History of previous pregnancies 

PATIENT PROVIDED DATA Travel history 

PATIENT PROVIDED DATA Advance Directive 

RESULTS Result observations 

PLAN OF CARE Therapeutic recommendations 

 1062 

Sections of the Patient Summary are classified into two different optionality categories of the information 1063 

that the Country of Affiliation must necessarily make available to the Country of Treatment.  1064 

For this analysis, NCPeHs are considered EHR systems. From another perspective, the “NCPeH of Country 1065 

of affiliation” is a producer, and the “NCPeH of Country of treatment” is a consumer.  1066 

The NCPeH of the Country of Affiliation must make available to the NCPeH of the Country of Treatment at 1067 

least the basic (or essential) information needed by the health professional (HP) of the Country of Treatment 1068 

to provide safe healthcare. 1069 

The Patient Clinical Data has five Basic Sections that are mandatory for a Patient Summary clinical document 1070 

to include. The Basic Sections are the following: 1071 

• Allergies and intolerances: provides clinical information about the patient's allergic reactions 1072 

and intolerances (other medical alert information not included in allergies). 1073 
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• List of current problems/diagnosis: provides clinical information about the chronic diseases, 1074 

persistent conditions or repeated medication that the patient is receiving at the moment of 1075 

treatment. 1076 

• Medical devices: provides clinical information about the implanted and external medical 1077 

devices and equipment of which the HP needs to be aware. 1078 

• Significant procedures: provide clinical information about the important procedures, 1079 

surgical and non-surgical, that the patient had. Procedures that are deemed not to be useful 1080 

in the care of the patient shall be excluded to avoid distracting the end user by recording any 1081 

procedures performed in a clinical record or in the provision of health care in general. 1082 

• List of current medicines (Medication Summary): provides clinical information about all 1083 

prescribed medicines for which the period of time indicated for the treatment has not yet 1084 

expired, whether it has been dispensed or not. Therefore, it is not necessarily related to the 1085 

prescription/dispensation process. 1086 

Sections that are not classified as basic can be completely omitted and are labelled as Extended. Data 1087 

elements are subject to a similar classification: data elements classified as mandatory must be 1088 

provided (when the respective section is provided), data elements classified as required must be 1089 

provided (when the respective section is provided), although exceptional justifications can be 1090 

provided, and data elements classified as optional can be omitted. 1091 

NCPeH of Country of Affiliation must provide information about the reason of the missing data for 1092 

the basic sections of the Patient Summary clinical document sent to the NCPeH of the Country of 1093 

Treatment. 1094 

Within the Patient Summary Questionnaire, the MS are asked to provide an explanatory response 1095 

to each section and each of the relevant data elements. The responses that the MS should provide 1096 

are categorised as conformant or non-conformant, with the latter attributable to five different non-1097 

conformance reasons. The responses classification is described below: 1098 

Conformance (C): If a MS provides this response, it means that the “source information is 1099 

structured, coded and compatible with eHDSI CDA Implementation Guides.” 1100 

On the other hand, if a MS results non-conformant to a PS Questionnaire item, the MyHealth@EU 1101 

Requirements Catalogue indicates that one out of the following five non-conformance reasons 1102 

should be specified by the respondent: 1103 

(1) Source of information is not available (this covers the case when the information is 1104 

optional in the source, and therefore not provided). For example, the data element “Allergy 1105 

description” is optional in the national infrastructure/systems and is not filled by the users, 1106 

which means it cannot be provided. 1107 
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(2) Source of information is non-structured (i.e. free text) – structure and coding issues. For 1108 

example: the data element “Agent (Agent description)” is captured as free text in the national 1109 

infrastructure/system of 22 MS. 1110 

(3) Source of information is structured but not coded – coding issue. For example: the 1111 

“Medical devices and implants” section is structured differently than in the eHDSI CDA 1112 

Implementation Guides. 1113 

(4) Source of information is structured, but structure is not compatible with eHDSI CDA 1114 

Implementation Guides – structure issue. For example: the “Medical Devices and Implants” 1115 

section is structured differently than the eHDSI CDA Implementation Guides. 1116 

(5) Source of information is coded with national code system, but mapping to MVC cannot 1117 

be performed or will result in a clinically relevant loss of information – transcoding issue. 1118 

This is also the situation when the data was mapped to the closest MVC value. 1119 

10.2.1.1 PS Questionnaire results 1120 

Of the 22 MS that took part in the survey 18 MS provided a response at Section level. Considering 1121 

all 18 Sections of the Patient Summary “Patient clinical data” part, on average 21% of the MS 1122 

resulted to be conformant, with a conformance rate ranging from a bottom of 0% for the section 1123 

“Travel history” and a peak of 47% for the section “Vaccination”. The overall conformance of the 1124 

various sections, ranking from high to low, is represented in the following graphic: 1125 

PS Sections: Conformant VS Non-conformant 1126 
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 1127 

10.2.1.2 PS Questionnaire Basic Sections analysis: Section level 1128 

To highlight the importance of the Basic Sections of the Patient Summary as described in the 1129 

paragraph above, this document reports the analysis of the MS compliance grade to the Basic 1130 

Sections in a dedicated paragraph, followed by the analysis conducted on the MS compliance grade 1131 

to Data Elements associated to the Basic Sections. The same format is applied to the Extended 1132 

Sections. 1133 

 1134 

21%

47%

100%

79%

53%
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Procedures

Medical History (*)
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Social History Observations

Current pregnancy status

History of previous pregnancies (*)

Advance Directive (*)

Therapeutic recommendations (*)

Average

List of Resolved, Closed or Inactive problems

Result observations (*)

Medical alert information (other alerts not included in…

Allergies and intolerances

Medical devices

Current and relevant past medicines…

List of current problems/diagnosis

Vaccinations

PS Sections: Conformant VS Non-conformant

Conformant Non-conformant
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The average conformance rate for the Basic sections is 28%, ranging from 11% for the section 1135 

“Procedures” to 39% for the section “List of current problem/diagnosis”. The following graphic 1136 

shows the results for all the Basic Sections. 1137 

 1138 

To investigate the roots of non-conformance, a deep analysis on the non-conformance reasons as 1139 

classified in the MyHealth@EU Requirements Catalogue was conducted on each Basic Section. 1140 

The first evidence that emerged from this analysis was a relevant data quality issue due to 1141 

ambiguous responses provided by the MS. For example, some MS provided multiple non-1142 

conformance reasons for the same Basic Section (e.g. “1/2” or “2/3/4/5”, etc.) or answered “non-1143 

conformant” without specifying any non-conformance reason. The same data quality issue affected 1144 

the Extended Sections. This criticality led the authors of the analysis to associate some MS responses 1145 

to a non-specific non-conformance category labelled as “Non-conformant (NC)”. 1146 

The most relevant specific non-conformance reason on average for the Basic Sections resulted to be 1147 

reason n. 1 “Source of information is not available” (22%), followed by reason n. 5 “Source of 1148 

information is coded with national cod system, but mapping to MVC cannot be performed or will 1149 

result in a clinically relevant loss of information - transcoding issue” (21%) and by the generic 1150 

category “Non-conformant (NC)” (21%) that represents the ambiguous responses provided by some 1151 

MS. The following graphic shows the overall distribution. 1152 

 1153 

 1154 

11%

28%

39%
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72%

61%

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

Procedures

Allergies and intolerances

Medical devices
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Current and relevant past medicines

(Relevant prescribed medicines whose…

List of current problems/diagnosis

Basic Sections: Conformant VS Non-conformant

Conformant Non-conformant
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 1155 

 1156 

 1157 

 1158 

 1159 

Basic Sections: average non-conformance reasons 1160 

  1161 

The state of the art of non-conformance reasons for each specific Basic Section is reported in annex 1162 

I. 1163 

The section “Allergies and intolerances” is associated with a conformance rate of 28% and with a 1164 

non-conformance rate of 72%. Considering the five non-conformance reasons, the non-conformance 1165 

rate of 72% is composed by reason n. 1 for 17%, reason n. 2 for 11%, reason n. 3 for 6% and reason 1166 

n. 5 for 11%. The remaining 28% of non-conformance was classified as generic Non-conformant 1167 

(NC). 1168 

Allergies and intolerances 1169 

Conformant

28%

1

22%2

6%
3

1%

4

1%

5

21%

NC

21%

Basic Sections: average non-conformance reasons

Conformant

1

2

3

4

5

N/A

NC
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 1170 

 1171 

The section “List of current problems/diagnosis” is associated with a conformance rate of 39% and 1172 

with a non-conformance rate of 61%. Considering the five non-conformance reasons, the non-1173 

conformance rate of 61% is composed by reason n. 1 and reason n. 5 for 22% both, followed by 1174 

reason n. 4 for 6%. The remaining 11% of non-conformance was classified as generic Non-1175 

conformant (NC). 1176 

 1177 

 1178 

 1179 

 1180 

 1181 

List of current problems/diagnosis 1182 

Conformant

28%

1

17%
2

11%
3

5%

5

11%

NC

28%

Allergies and intolerances

Conformant

1

2

3

4

5

N/A

NC



 

143 

 

 1183 

The section “Medical devices” is associated with a conformance rate of 28% and with a non-1184 

conformance rate of 72%. Considering the five non-conformance reasons, the non-conformance rate 1185 

of 72% is composed by reason n. 1 for 28%, reason n. 5 for 17% and reason n. 2 for 5. The remaining 1186 

22% of non-conformance was classified as generic Non-conformant (NC). 1187 

Medical devices 1188 

 1189 

The section “Procedures” is associated with a conformance rate of 11% and with a non-conformance 1190 

rate of 89%. Considering the five non-conformance reasons, the non-conformance rate of 89% is 1191 

composed by reason n. 5 for 44%, reason n. 1 for 22%, reason n. 2 for 6%. The remaining 17% of non-1192 

conformance was classified as generic Non-conformant (NC). 1193 

 1194 
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Procedures 1195 

 1196 

The section “Current and relevant past medicines (relevant prescribed medicines whose period of 1197 

time indicated for the treatment has not yet expired whether it has been dispensed or not, or 1198 

medicines that influence current health status or are relevant to a clinical decision)” is represented 1199 

by a conformance rate of 33% and with a non-conformance rate of 67%. Considering the five non-1200 

conformance reasons, the non-conformance rate of 67% is composed of reason n. 1 for 22%, reason 1201 

n. 5 for 11% and reason n. 2 for 6% and reason n. 5 for 11%. The remaining 28% of non-conformance 1202 

was classified as generic Non-conformant (NC). 1203 

Current and relevant past medicines 1204 

 1205 
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10.2.1.3 PS Questionnaire Basic Sections analysis: Data Element level 1206 

The investigation carried out to deepen the roots of non-conformance reasons at section level was 1207 

put in place also at Data Element level. Basic Sections count 36 Data Element in total, distributed 1208 

among the 5 Basic Sections. 1209 

The overall state of the art at Data Element level brings out an average conformance rate of 43% and 1210 

a non-conformance rate of 57%. The prevalent non-conformance reason is n. 1 “Source of data is not 1211 

available” which represents 40% of the cases, followed by reasons n. 4 and n. 5 accounting for 5% 1212 

both, reason n. 2 (2%) and reason n. 3 (1%). The non-specific response “Non-conformant (NC)” was 1213 

associated with 4% of MS responses on average. 1214 

Basic Sections, Data Element level: average non-conformance reasons 1215 

 1216 

In the following pages the situation of the non-conformance reasons for each Data Element is 1217 

reported. 1218 

The Data Elements “Allergy/Intolerance description”, “Type of propensity”, “Allergy 1219 

manifestation”, “Onset date”, “End Date”, “Severity”, “Criticality”, “Status”, “Certainty”, 1220 

“Allergen description”, “Allergen code” are part of the Basic Section “Allergies and intolerances”. 1221 

“Allergy/Intolerance description” has a conformance rate of 50%. The non-conformance rate of 50% 1222 

is represented by reason n. 1 (28%), reason n. 3 (11%), reasons n. 4 and n. 5 for 6% both. 1223 

 1224 

 1225 

 1226 

 1227 
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 1228 

 1229 

 1230 

 1231 

 1232 

 1233 

 1234 

 1235 

Allergy/Intolerance description 1236 

 1237 

“Type of propensity” has a conformance rate of 50%. The non-conformance rate of 50% is 1238 

represented by reason n. 1 (32%), while reasons n. 4, n. 5 and non-specific reason NC account for 1239 

6% each one. 1240 

Type of propensity 1241 
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 1242 

“Allergy manifestation” has a conformance rate of 50%. The non-conformance rate of 50% is 1243 

represented by reason n. 1 (19%), reason n. 2 (12%) and reasons n. 4 (6%). NC represent the 13% of 1244 

the MS responses. 1245 

 1246 

 1247 

 1248 

 1249 
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“Onset date” has a conformance rate of 69%. The non-conformance rate of 31% is represented by 1252 

reason n. 1 25%), while the remaining 6% non-conformance responses are classified as NC. 1253 

Onset date 1254 

 1255 

“End Date” has a conformance rate of 44%. The non-conformance rate of 56% is represented by 1256 

reason n. 1 50%), while the remaining 6% non-conformance responses are classified as NC. 1257 

End date 1258 

 1259 

“Severity” has a conformance rate of 44%. The non-conformance rate of 56% is represented by 1260 

reason n. 1 (44%), reasons n. 3 and n. 4 for 6% both. 1261 
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 1263 

“Criticality” has a conformance rate of 13%. The non-conformance rate of 87% is represented by 1264 

reason n. 1 (75%), reason n. 4 (6%) while the remaining 6% non-conformance responses are classified 1265 

as NC. 1266 

 1267 
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 1271 
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“Status” has a conformance rate of 37%. The non-conformance rate of 63% is represented by reason 1274 

n. 1 (44%), reason n. 4 (13%) while the remaining 6% non-conformance responses are classified as 1275 

NC. 1276 

Status 1277 

 1278 

“Certainty” has a conformance rate of 25%. The non-conformance rate of 75% is represented by 1279 

reason n. 1 (69%), while the remaining 6% non-conformance responses are classified as NC. 1280 
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 1286 

“Allergen description” has a conformance rate of 47%. The non-conformance rate of 53% is 1287 

represented by reason n. 1 (41%), while reasons n. 3 and n. 5 account for 6% both. 1288 

Allergen description 1289 

 1290 

“Allergen code” has a conformance rate of 47%. The non-conformance rate of 53% is represented by 1291 

reason n. 1 (23%), reasons n. 2, n. 4 and n. 5 accounts for 6% each one. The remaining 12% non-1292 

conformance responses are classified as NC. 1293 
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Allergen code 1297 

 1298 

Data Elements: “Problem/Diagnosis description”, “Problem code”, “Onset date”, “Diagnosis 1299 

assertion status” are associated with Basic Section “List of current problems/diagnosis”. 1300 

“Problem/Diagnosis description” is associated with a conformance rate of 70%. Non-conformance 1301 

reasons resulted to be as follows: reason n. 1 (12%), reason n. 4 (12%), reason n. 5 (6%). 1302 

Problem/Diagnosis description 1303 

 1304 

“Problem code” is associated with a conformance rate of 50%. Non-conformance reasons resulted 1305 

to be as follows: reason n. 1 (32%), reason n. 4 (6%), reason n. 5 (6%), non-specific reason “Non-1306 

conformant (NC)” (6%). 1307 
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 1308 

 1309 

Problem code 1310 

 1311 

“Onset date” is associated with a conformance rate of 69%. Non-conformance reasons resulted to 1312 

be as follows: reason n. 1 (25%), non-specific reason “Non-conformant (NC)” (6%). 1313 

Onset date 1314 

 1315 

“Diagnosis assertion status” is associated with a conformance rate of 7%. Non-conformance reasons 1316 

resulted to be as follows: reason n. 1 (81%), reason n. 5 (6%), non-specific reason “Non-conformant 1317 

(NC)” (6%). 1318 
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 1319 

 1320 

 1321 

 1322 

Diagnosis assertion status 1323 

 1324 

The Data Elements: “Device and Implant description”, “Device unique identifier”, “Implant date”, 1325 

“End date” are are part of the Basic Section “Medical devices”. 1326 

“Device and Implant description” is associated with a conformance rate of 47%. Non-conformance 1327 

reasons resulted to be as follows: reason n. 1 (29%), reason n. 2 (12%), reason n. 5 (6%), non-specific 1328 

reason “Non-conformant (NC)” (6%). 1329 
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 1331 

“Device unique identifier” is associated with a conformance rate of 17%. Non-conformance reasons 1332 

resulted to be as follows: reason n. 1 (59%), reason n. 2 (6%), reason n. 4 (6%), reason n. 5 (6%), non-1333 

specific reason “Non-conformant (NC)” (6%). 1334 

 1335 

Device unique identifier 1336 

 1337 

“Implant date” is associated with a conformance rate of 59%. Non-conformance reasons resulted to 1338 

be as follows: reason n. 1 (29%), reason n. 4 (6%), non-specific reason “Non-conformant (NC)” (6%). 1339 
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 1341 

“End date” is associated with a conformance rate of 44%. Non-conformance reasons resulted to be 1342 

as follows: reason n. 1 (50%), non-specific reason “Non-conformant (NC)” (6%). 1343 

 1344 
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 1349 

The Data Elements “Procedure description”, “Procedure code”, “Body site”, “Procedure date” are 1350 

part of the Basic Section “Procedures”. 1351 
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“Procedure description” is associated with a conformance rate of 59%. Non-conformance reasons 1352 

resulted to be as follows: reason n. 1 (23%), reason n. 2 (6%), reason n. 4 (6%) and non-specific reason 1353 

“Non-conformant (NC)” (6%). 1354 

Procedure description 1355 

 1356 

“Procedure code” is associated with a conformance rate of 30%. Non-conformance reasons resulted 1357 

to be as follows: reason n. 1 (29%), reason n. 5 (35%), non-specific reason “Non-conformant (NC)” 1358 

(6%). 1359 
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 1363 

“Body site” is associated with a conformance rate of 19%. Non-conformance reasons resulted to be 1364 

as follows: reason n. 1 (75%), reason n. 5 (6%). 1365 

Body site 1366 

 1367 

“Procedure date” is associated with a conformance rate of 65%. Non-conformance reasons resulted 1368 

to be as follows: reason n. 1 (29%), reason n. 4 (6%). 1369 
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Procedure date 1374 

 1375 

The Data Elements “Medication reason”, “Intended use”, “Brand name”, “Active ingredient(s)”, 1376 

“Strength(s)”, “Pharmaceutical dose form”, “Dosage Regimen”, “Frequency of intakes”, “Timing of 1377 

intakes”, “Duration of treatment”, “Date of onset of treatment”, “Medicine status”, “Route of 1378 

administration” are part of the Basic Section "Current and relevant past medicines”. 1379 

“Medication reason” is associated with a conformance rate of 25%. Non-conformance reasons 1380 

resulted to be as follows: reason n. 1 (69%) and non-specific reason “Non-conformant (NC)” (6%). 1381 
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Regarding “Intended use” no MS responded to be conformant. Non-conformance reasons resulted 1384 

to be as follows: reason n. 1 (81%), reason n. 2 (6%), non-specific reason “Non-conformant (NC)” 1385 

(13%). 1386 

 1387 

Intended use 1388 

 1389 

“Brand name” is associated with a conformance rate of 37%. Non-conformance reasons resulted to 1390 

be as follows: reason n. 1 (31%), reason n. 2 (6%), reason n. 4 (13%), reason n. 5 (13%). 1391 
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“Active ingredient(s)” is associated with a conformance rate of 53%. Non-conformance reasons 1394 

resulted to be as follows: reason n. 1 (29%), reason n. 4 (6%), reason n. 5 (6%), non-specific reason 1395 

“Non-conformant (NC)” (6%). 1396 
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 1400 

Active ingredient(s) 1401 

 1402 

“Strength(s)” is associated with a conformance rate of 53%. Non-conformance reasons resulted to 1403 

be as follows: reason n. 1 (29%), reason n. 4 (12%), reason n. 5 (6%). 1404 
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 1406 

“Pharmaceutical dose form” is associated with a conformance rate of 56%. Non-conformance 1407 

reasons resulted to be as follows: reason n. 1 (25%), reason n. 3 (6%), reason n. 5 (13%). 1408 

 1409 

 1410 

 1411 

 1412 

Pharmaceutical dose form 1413 

 1414 

Conformant

53%

1

29%

4

12%

5

6%

Strength(s)

Conformant

1

2

3

4

5

N/A

NC

Conformant

35%

1

47%

3

0%

5

6%

Route of administration

Conformant

1

2

3

4

5

N/A

NC



 

163 

 

“Dosage Regimen” is associated with a conformance rate of 47%. Non-conformance reasons 1415 

resulted to be as follows: reason n. 1 (23%), reason n. 2 (6%), reason n. 3 (6%), reason n. 4 (6%), reason 1416 

n. 5 (12%). 1417 

Dosage regimen 1418 

 1419 

“Frequency of intakes” is associated with a conformance rate of 53%. Non-conformance reasons 1420 

resulted to be as follows: reason n. 1 (23%), reason n. 3 (6%), reason n. 4 (12%), reason n. 5 (6%). 1421 
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 1427 

“Timing of intakes” is associated with a conformance rate of 38%. Non-conformance reasons 1428 

resulted to be as follows: reason n. 1 (44%), reason n. 2 (6%), reason n. 4 (6%), reason n. 5 (6%). 1429 

Timing of intakes 1430 

 1431 

“Duration of treatment” is associated with a conformance rate of 47%. Non-conformance reasons 1432 

resulted to be as follows: reason n. 1 (41%), reason n. 4 (6%), reason n. 5 (6%). 1433 
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Duration of treatment 1438 

 1439 

“Date of onset of treatment” is associated with a conformance rate of 47%. Non-conformance 1440 

reasons resulted to be as follows: reason n. 1 (41%), reason n. 4 (6%), reason n. 5 (6%). 1441 

Date of onset of treatment 1442 

 1443 

“Medicine status” is associated with a conformance rate of 53%. Non-conformance reasons resulted 1444 

to be as follows: reason n. 1 (29%), reason n. 4 (6%), reason n. 5 (6%), non-specific reason “Non-1445 

conformant (NC)” (6%). 1446 
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 1449 

 1450 

Medicine status 1451 

 1452 

“Route of administration” is associated with a conformance rate of 35%. Non-conformance reasons 1453 

resulted to be as follows: reason n. 1 (47%), reason n. 2 (6%), reason n. 5 (6%), non-specific reason 1454 

“Non-conformant (NC)” (6%). 1455 
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10.2.1.4 PS Questionnaire Extended Sections analysis: Section level 1458 

The average conformance rate for the Extended Sections is 17%, ranging from 0% for the section 1459 

“Travel history” to 47% for the section “Vaccinations”. The following graphic shows the results for 1460 

all the Extended Sections. 1461 

 1462 

 1463 

 1464 

Extended Sections: Conformant VS Non-conformant 1465 

 1466 

The most relevant specific non-conformance reason on average for the Extended Sections resulted 1467 

to be reason n. 1 “Source of information is not available” (63%), followed by reason n. 2 “Source of 1468 

information is not structured (free text) – structure and coding issue” (8%) and reasons n. 4 and n. 1469 

5 follow with 6% and 5% respectively. Non-specific reason NC accounts for 1% only. The following 1470 

graphic shows the overall distribution. 1471 
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 1473 

The state of the art of non-conformance reasons for each specific Extended Section is reported in the 1474 

following pages. 1475 

“Medical alert information (other alerts not included in allergies)” is associated with a conformance 1476 

rate of 25%. Non-conformance reasons resulted to be as follows: reason n. 1 (75%). 1477 

Medical alert information 1478 

 1479 

“Vaccinations” is associated with a conformance rate of 47%. Non-conformance reasons resulted to 1480 

be as follows: reason n. 1 (41%), reason n. 5 (12%). 1481 
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 1483 

“List of Resolved, Closed or Inactive problems” is associated with a conformance rate of 22%. Non-1484 

conformance reasons resulted to be as follows: reason n. 1 (43%), reason n. 4 (14%), reason n. 5 (21%). 1485 
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 1489 

“Medical History” is associated with a conformance rate of 13%. Non-conformance reasons resulted 1490 

to be as follows: reason n. 1 (81%), reason n. 2 (6%). 1491 
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 1493 

“Functional status” is associated with a conformance rate of 13%. Non-conformance reasons 1494 

resulted to be as follows: reason n. 1 (50%), reason n. 2 (31%), reason n. 5 (6%). 1495 
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“Social History Observations” is associated with a conformance rate of 13%. Non-conformance 1502 

reasons resulted to be as follows: reason n. 1 (56%), reason n. 2 (6%), reason n. 4 (6%), reason n. 5 1503 

(13%), non-specific reason “Non-conformant (NC)” (6%). 1504 

Social history observations 1505 

 1506 

“Current pregnancy status” is associated with a conformance rate of 12%. Non-conformance reasons 1507 

resulted to be as follows: reason n. 1 (44%), reason n. 2 (19%), reason n. 4 (25%). 1508 
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 1513 

“History of previous pregnancies” is associated with a conformance rate of 12%. Non-conformance 1514 

reasons resulted to be as follows: reason n. 1 (69%), reason n. 2 (6%), reason n. 4 (13%). 1515 

History of previous pregnancies 1516 

 1517 

For “Travel history” no MS responded to be conformant. Non-conformance reasons resulted to be 1518 

as follows: reason n. 1 (94%), reason n. 2 (6%). 1519 
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Travel history 1524 

 1525 

 1526 

“Advance Directive” is associated with a conformance rate of 13%. Non-conformance reasons 1527 

resulted to be as follows: reason n. 1 (81%), reason n. 5 (6%). 1528 

Advance directive 1529 

 1530 

“Result observations” is associated with a conformance rate of 22%. Non-conformance reasons 1531 

resulted to be as follows: reason n. 1 (64%), reason n. 4 (14%). 1532 
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 1535 

Result observations 1536 

 1537 

“Therapeutic recommendations” is associated with a conformance rate of 20%. Non-conformance 1538 

reasons resulted to be as follows: reason n. 1 (60%), reason n. 2 (20%). 1539 

Therapeutic recommendations 1540 

 1541 

10.2.1.5 PS Questionnaire Extended Sections analysis: Data Element level 1542 

This section is devoted to the analysis of non-conformance reasons conducted at Data Element level 1543 

for Extended Sections. Extended Sections counts 53 Data Elements in total, distributed among 12 1544 

Extended Sections. 1545 
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The overall state of the art at Data Element level brings out an average conformance rate of 27% and 1546 

a non-conformance rate of 73%. The prevalent non-conformance reason is n. 1 “Source of data is not 1547 

available” which represents 60% of the cases, followed by reasons n. 4 and n. 2 accounting for 3% 1548 

both, reason n. 5 (2%), and n. 3 (1%). The remaining 4% of non-conformance responses is associated 1549 

with non-specific NC. 1550 

Extended Sections, Data Element level: average non-conformance reasons 1551 

 1552 

In the following pages the situation of the non-conformance reasons for each Data Element is 1553 

reported. 1554 

Data Element "Healthcare alert description" relates to Extended Section “Medical alert information 1555 

(other alerts not included in allergies)” and is associated with a conformance rate of 33%. Non-1556 

conformance reasons resulted to be as follows: reason n. 1 (53%), reason n. 2 (7%), non-specific 1557 
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 1560 

The Data Elements “Disease or agent targeted description”, “Disease or agent targeted code”, 1561 

“Vaccine/prophylaxis description”, “Vaccination code”, “Vaccine medicinal product”, “Marketing 1562 

Authorization Holder”, “Vaccination date”, “Number in a series of vaccinations / doses”, “Batch/lot 1563 

number”, “Administering centre”, “Health Professional identification”, “Country of vaccination”, 1564 

“Next vaccination date” are part of the Extended Section “Vaccinations”. 1565 

“Disease or agent targeted description” is associated with a conformance rate of 27%. Non-1566 

conformance reasons resulted to be as follows: reason n. 1 (60%), reason n. 3 (6%), reason n. 4 (7%). 1567 

Disease or agent targeted description 1568 

 1569 

“Disease or agent targeted code” is associated with a conformance rate of 27%. Non-conformance 1570 

reasons resulted to be as follows: reason n. 1 (60%), reason n. 3 (6%), reason n. 4 (7%). 1571 
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Disease or agent targeted code 1572 

 1573 

“Vaccine/prophylaxis description” is associated with a conformance rate of 50%. Non-conformance 1574 

reasons resulted to be as follows: reason n. 1 (38%), reason n. 3 (6%), reason n. 4 (6%). 1575 

 1576 
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Vaccine/prophylaxis description 1578 

 1579 

“Vaccination code” is associated with a conformance rate of 46%. Non-conformance reasons 1580 

resulted to be as follows: reason n. 1 (33%), reason n. 3 (7%), reason n. 4 (7%), reason n. 5 (7%). 1581 
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 1583 

“Vaccine medicinal product” is associated with a conformance rate of 50%. Non-conformance 1584 

reasons resulted to be as follows: reason n. 1 (32%), reason n. 3 (6%), reason n. 4 (6%), reason n. 5 1585 

(6%). 1586 
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 1589 
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“Marketing Autorisation Holder” is associated with a conformance rate of 20%. Non-conformance 1593 

reasons resulted to be as follows: reason n. 1 (66%), reason n. 4 (7%), non-specific reason “Non-1594 

conformant (NC)” (7%). 1595 

Marketing autorisation holder 1596 

 1597 

“Vaccination date” is associated with a conformance rate of 59%. Non-conformance reasons resulted 1598 

to be as follows: reason n. 1 (29%), reason n. 3 (6%), reason n. 4 (6%). 1599 
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 1605 

“Number in a series of vaccinations / doses” is associated with a conformance rate of 33%. Non-1606 

conformance reasons resulted to be as follows: reason n. 1 (53%), reason n. 3 (7%), reason n. 4 (7%). 1607 

Number in a series of vaccinations/doses 1608 

 1609 

“Batch/lot number” is associated with a conformance rate of 27%. Non-conformance reasons 1610 

resulted to be as follows: reason n. 1 (60%), reason n. 3 (6%), reason n. 4 (7%). 1611 

 1612 

 1613 

 1614 

 1615 

Conformant

59%

1

29%

3

6%

4

6%

Vaccination date

Conformant

1

2

3

4

5

N/A

NC

Conformant

33%

1

53%

3

7%

4

7%

Number in a series of vaccinations / doses

Conformant

1

2

3

4

5

N/A

NC



 

181 

 

Batch/lot number 1616 

 1617 

“Administering centre” is associated with a conformance rate of 20%. Non-conformance reasons 1618 

resulted to be as follows: reason n. 1 (66%), reason n. 3 (7%), reason n. 4 (7%). 1619 

Administering centre 1620 

 1621 

“Health Professional identification” is associated with a conformance rate of 27%. Non-conformance 1622 

reasons resulted to be as follows: reason n. 1 (60%), reason n. 3 (6%), reason n. 4 (7%). 1623 
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 1627 

Health Professional identification 1628 

 1629 

“Country of vaccination” is associated with a conformance rate of 6%. Non-conformance reasons 1630 

resulted to be as follows: reason n. 1 (80%), reason n. 2 (7%), reason n. 4 (7%). 1631 

Country of vaccination 1632 

 1633 

For “Next vaccination date” no MS responded to be conformant. Non-conformance reasons resulted 1634 

to be as follows: reason n. 1 (87%), reason n. 4 (6%), non-specific reason “Non-conformant (NC)” 1635 

(7%). 1636 
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 1638 

 1639 

 1640 

Next vaccination date 1641 

 1642 

The Data Elements “Problem description”, “Problem code”, “Onset date”, “End Date”, “Resolution 1643 

Circumstances”, “Problem Status code”, “Health Professional related with”, “External Resource 1644 

related with”  are part of the Extended Section “List of Resolved, Closed or Inactive problems”. 1645 

“Problem description” is associated with a conformance rate of 56%. Non-conformance reasons 1646 

resulted to be as follows: reason n. 1 (44%). 1647 

Problem description 1648 
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 1649 

“Problem code” is associated with a conformance rate of 50%. Non-conformance reasons resulted 1650 

to be as follows: reason n. 1 (32%), reason n. 4 (6%), reason n. 5 (6%), non-specific reason “Non-1651 

conformant (NC)” (6%). 1652 

 1653 

 1654 

Problem code 1655 

 1656 

“Onset date” is associated with a conformance rate of 69%. Non-conformance reasons resulted to 1657 

be as follows: reason n. 1 (25%), non-specific reason “Non-conformant (NC)” (6%). 1658 
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 1660 

“End Date” is associated with a conformance rate of 44%. Non-conformance reasons resulted to be 1661 

as follows: reason n. 1 (50%), non-specific reason “Non-conformant (NC)” (6%). 1662 

 1663 

 1664 

 1665 

 1666 

End date 1667 

 1668 

“Resolution Circumstances” is associated with a conformance rate of 13%. Non-conformance 1669 

reasons resulted to be as follows: reason n. 1 (81%), reason n. 2 (6%). 1670 
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Resolution circumstances 1671 

 1672 

“Problem Status code” is associated with a conformance rate of 50%. Non-conformance reasons 1673 

resulted to be as follows: reason n. 1 (44%), non-specific reason “Non-conformant (NC)” (6%). 1674 
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“Health Professional related with” is associated with a conformance rate of 13%. Non-conformance 1681 

reasons resulted to be as follows: reason n. 1 (80%), non-specific reason “Non-conformant (NC)” 1682 

(7%). 1683 

Health Professional related with 1684 

 1685 

“External Resource related with” is associated with a conformance rate of 6%. Non-conformance 1686 

reasons resulted to be as follows: reason n. 1 (87%), non-specific reason “Non-conformant (NC)” 1687 

(7%). 1688 
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 1694 

Data Element “Text” relate to Extended Section “Medical History” and is associated with a 1695 

conformance rate of 6%. Non-conformance reasons resulted to be as follows: reason n. 1 (94%). 1696 

Text 1697 

 1698 

The Data Elements “Description”, “Onset Date”, “Functional assessment description”, “Functional 1699 

assessment code”, “Functional assessment date”, “Functional assessment result”  are part of the 1700 

Extended Section “Functional status”. 1701 

“Description” is associated with a conformance rate of 27%. Non-conformance reasons resulted to 1702 

be as follows: reason n. 1 (47%), reason n. 2 (13%), non-specific reason “Non-conformant (NC)” (%). 1703 
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 1705 

Description 1706 

 1707 

“Onset Date” is associated with a conformance rate of 69%. Non-conformance reasons resulted to 1708 

be as follows: reason n. 1 (25%), non-specific reason “Non-conformant (NC)” (6%). 1709 

Onset date 1710 

 1711 

“Functional assessment description” is associated with a conformance rate of 13%. Non-1712 

conformance reasons resulted to be as follows: reason n. 1 (67%), reason n. 2 (7%), non-specific 1713 

reason “Non-conformant (NC)” (13%). 1714 
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 1716 

“Functional assessment code” is associated with a conformance rate of 20%. Non-conformance 1717 

reasons resulted to be as follows: reason n. 1 (67%), non-specific reason “Non-conformant (NC)” 1718 

(13%). 1719 

Functional assessment code 1720 

 1721 

“Functional assessment date” is associated with a conformance rate of 27%. Non-conformance 1722 

reasons resulted to be as follows: reason n. 1 (60%), non-specific reason “Non-conformant (NC)” 1723 

(13%). 1724 
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 1726 

“Functional assessment result” is associated with a conformance rate of 27%. Non-conformance 1727 

reasons resulted to be as follows: reason n. 1 (60%), non-specific reason “Non-conformant (NC)” 1728 

(13%). 1729 

Functional assessment result 1730 

 1731 

The Data Elements “Social History Observation description”, “Social History Observation code”, 1732 

“Social History Observation value”, “Reference date range” are part of the Extended Section “Social 1733 

History Observations”. 1734 

“Social History Observation description” is associated with a conformance rate of 27%. Non-1735 

conformance reasons resulted to be as follows: reason n. 1 (53%), reason n. 2 (13%), reason n. 3 (7%). 1736 
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 1737 

 1738 

 1739 

Social history observation description 1740 

 1741 

“Social History Observation code” is associated with a conformance rate of 20%. Non-conformance 1742 

reasons resulted to be as follows: reason n. 1 (53%), reason n. 2 (7%), reason n. 5 (13%), non-specific 1743 

reason “Non-conformant (NC)” (7%). 1744 

Social history observation code 1745 
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“Social History Observation value” is associated with a conformance rate of 27%. Non-conformance 1747 

reasons resulted to be as follows: reason n. 1 (60%), reason n. 2 (6%), reason n. 5 (7%). 1748 

 1749 

 1750 

 1751 

Social history observation value 1752 

 1753 

“Reference date range” is associated with a conformance rate of 27%. Non-conformance reasons 1754 

resulted to be as follows: reason n. 1 (66%), reason n. 2 (7%). 1755 

Reference date range 1756 
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The Data Elements “Expected date of delivery”, “Pregnancy observation code”, “Date of 1758 

observation”, “Status” are part of the o Extended Section “Current pregnancy status” 1759 

“Expected date of delivery” is associated with a conformance rate of 27%. Non-conformance reasons 1760 

resulted to be as follows: reason n. 1 (46%), reason n. 2 (7%), reason n. 4 (13%), reason n. 5 (7%). 1761 

 1762 

 1763 

Expected date of delivery 1764 

 1765 

“Pregnancy observation code” is associated with a conformance rate of 13%. Non-conformance 1766 

reasons resulted to be as follows: reason n. 1 (53%), reason n. 2 (7%), reason n. 4 (27%). 1767 

Pregnancy observation code 1768 
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 1769 

“Date of observation” is associated with a conformance rate of 47%. Non-conformance reasons 1770 

resulted to be as follows: reason n. 1 (33%), reason n. 2 (7%), reason n. 4 (13%). 1771 

 1772 
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 1775 

Date of observation 1776 

 1777 

“Status” is associated with a conformance rate of 37%. Non-conformance reasons resulted to be as 1778 

follows: reason n. 1 (44%), reason n. 4 (13%), non-specific reason “Non-conformant (NC)” (6%). 1779 
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Status 1780 

 1781 

The Data Elements “Previous pregnancy status”, “Previous pregnancy description”, “Outcome 1782 

date”, “Outcome”, “Number of children” are part of the Extended Section “History of previous 1783 

pregnancies” 1784 

“Previous pregnancy status” is associated with a conformance rate of 13%. Non-conformance 1785 

reasons resulted to be as follows: reason n. 1 (67%), reason n. 2 (6%), reason n. 5 (7%), non-specific 1786 

reason “Non-conformant (NC)” (7%). 1787 
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 1791 

“Previous pregnancy description” is associated with a conformance rate of 13%. Non-conformance 1792 

reasons resulted to be as follows: reason n. 1 (60%), reason n. 2 (13%), reason n. 5 (7%), non-specific 1793 

reason “Non-conformant (NC)” (7%). 1794 

Previous pregnancy description 1795 

 1796 

“Outcome date” is associated with a conformance rate of 13%. Non-conformance reasons resulted 1797 

to be as follows: reason n. 1 (67%), reason n. 2 (6%), reason n. 5 (7%), non-specific reason “Non-1798 

conformant (NC)” (7%). 1799 
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 1802 

Outcome date 1803 

 1804 

“Outcome” is associated with a conformance rate of 13%. Non-conformance reasons resulted to be 1805 

as follows: reason n. 1 (67%), reason n. 2 (6%), reason n. 5 (7%), non-specific reason “Non-1806 

conformant (NC)” (7%). 1807 

Outcome 1808 

 1809 

“Number of children” is associated with a conformance rate of 13%. Non-conformance reasons 1810 

resulted to be as follows: reason n. 1 (73%), reason n. 2 (7%), non-specific reason “Non-conformant 1811 

(NC)” (7%). 1812 
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 1813 

 1814 

 1815 

 1816 

Number of children 1817 

 1818 

The Data Elements “Country”, “Period”  are part of the Extended Section “Travel history” 1819 

For “Country” no MS responded to be conformant. Non-conformance reasons resulted to be as 1820 

follows: reason n. 1 (93%), non-specific reason “Non-conformant (NC)” (7%). 1821 
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 1823 

For “Period” no MS responded to be conformant. Non-conformance reasons resulted to be as 1824 

follows: reason n. 1 (93%), non-specific reason “Non-conformant (NC)” (7%). 1825 

Period 1826 

 1827 

The Data Element “Documentation” is part of the Extended Section “Advance Directive” and is 1828 

associated with a conformance rate of 13%. Non-conformance reasons resulted to be as follows: 1829 

reason n. 1 (80%), non-specific reason “Non-conformant (NC)” (7%). 1830 
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 1832 

The Data Elements: “Date”, “Observation type”, “Result description”, “Observation details”, 1833 

“Observation results”, “Performer”, “Reporter”  are part of the Extended Section “Result 1834 

observations” 1835 

“Date” is associated with a conformance rate of 50%. Non-conformance reasons resulted to be as 1836 

follows: reason n. 1 (50%). 1837 
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“Observation type” is associated with a conformance rate of 50%. Non-conformance reasons 1843 

resulted to be as follows: reason n. 1 (43%), reason n. 2 (7%). 1844 

Observation type 1845 

 1846 

“Result description” is associated with a conformance rate of 36%. Non-conformance reasons 1847 

resulted to be as follows: reason n. 1 (57%), reason n. 2 (7%). 1848 
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 1854 

“Observation details” is associated with a conformance rate of 43%. Non-conformance reasons 1855 

resulted to be as follows: reason n. 1 (50%), reason n. 2 (7%). 1856 

Observation details 1857 

 1858 

“Observation results” is associated with a conformance rate of 43%. Non-conformance reasons 1859 

resulted to be as follows: reason n. 1 (43%), reason n. 2 (7%), reason n. 5 (7%). 1860 
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Observation results 1865 

 1866 

“Performer” is associated with a conformance rate of 7%. Non-conformance reasons resulted to be 1867 

as follows: reason n. 1 (93%). 1868 

Performer 1869 

 1870 

“Reporter” is associated with a conformance rate of 7%. Non-conformance reasons resulted to be as 1871 

follows: reason n. 1 (93%). 1872 
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 1876 

Reporter 1877 

 1878 

The Data Elements “Text” is part of the Extended Section “Therapeutic recommendations” and is 1879 

associated with a conformance rate of 6%. Non-conformance reasons resulted to be as follows: 1880 

reason n. 1 (94%). 1881 
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The questionnaire presented also a second section, highlighting other characteristics than the 1885 

clinical data implementations status described above. The goal of this section is to exchange 1886 
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information about the used technology, implemented interoperability standards and defined scope 1887 

of data on the national level promoting the collaboration among the MS to enhance the compliance 1888 

to the PS. The questions posed were the following: 1889 

1. Is a national PS implemented in your country? 1890 

2. How many of your country's citizen have a patient summary (%)? How many does it 1891 

represent (number)? 1892 

3. What kind of PS is it? 1893 

4. What is the coverage of the PS (e.g.: national, regional, other)? 1894 

5. Which interoperability standard(s) have been implemented? 1895 

6. Is your national PS data scope (sections of the content) the same as cross-border PS 1896 

(eHDSI)? 1897 

7. Does your PS function on the national level or as a regional solution? 1898 

8. How are the PS' data collected and stored? 1899 

9. How does the updating/changing/actualizing process for the PS looks like? 1900 

10. How is the validation of the PS’ performed 1901 

11. What kind of data are? 1902 

12. Can the patient enter data by himself/herself? 1903 

13. What kind of PS clinical information sections are in your country? 1904 

14. What are the access rules? Who can access PS in your country? 1905 

To represent the status of the used technology and interoperability standards across the MSs, which 1906 

is the goal of this paragraph, in the following pages results deriving from the aggregation of the 1907 

responses related to the most relevant questions are reported. 1908 

Is a National PS implemented in your country? 1909 

The majority (53%) of the 23 MSs who took part in the survey responded that National Patient 1910 

Summary is implemented in their own country. Taking into consideration the missing responses of 1911 

some MSs, the status of the National PS implementation among the EHDSI countries is represented 1912 

by the following graphic. 1913 

Implementation of PS at national level 1914 
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 1915 

How many of your country's citizen have a patient summary (%)? How many does it represent (number)? 1916 

Over a total population of more than 410,4 million people considering the 23 countries who took 1917 

part in the survey, 30% have a patient summary, corresponding to 121,584 million people. The 1918 

situation varies widely among the MSs as illustrated in the following graphic where countries are 1919 

grouped in several ranges corresponding to the percentage of people having a patient summary. 1920 
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As shown in the graphic above only in 5 countries out of 23 the total population has a patient 1925 

summary, while on the other side in 4 countries the percentage of population having a patient 1926 

summary ranges from 0% to 25%, including the only MS in which no one has a patient summary. 1927 

Overall, there are 9 countries out of 23 in which more than 50% of population has a patient 1928 

summary. 1929 

What kind of PS is it? 1930 

This question aims to gather information about the method used at national level to fill in the Patient 1931 

Summary (manual, filled by the HCP with the patient, automatically created on-the-fly, gathered 1932 

from different sources). The following graphic shows the present status. 1933 

Category of PS 1934 

 1935 

Which interoperability standard(s) have been implemented? 1936 

MSs were asked to indicate the kind of interoperability standards implemented within their borders 1937 

(HL7 CDA, HL7, FHIR, IHE profile XDS, etc.). The following graphic depicts the distribution of the 1938 

interoperability standards across the MSs. It is important to consider the fact that each MS can 1939 

implement more than one single interoperability standard. 1940 

Interoperability standards at national level 1941 
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 1942 

Is your national PS data scope (sections of the content) the same as cross-border PS (eHDSI)? 1943 

With this question the survey aims to evaluate the level of adherence of national PS contents to the 1944 

eHDSI Patient Summary. The graphic below shows the responses provided by the MSs categorized 1945 

in “Yes” or “No/Partially”. 1946 

Data scope: natoinal PS vs. cross-border PS 1947 
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10.2.1.6 Healthcare professional’s authentication methods 1949 

The aim of this section of the PS Questionnaire was to investigate the authentication methods 1950 

provided to the Healthcare Professionals to permit the access to the Patient Summary. The questions 1951 

posed were the following: 1952 

1. Is there a legal framework linked to the identification and authentication of health 1953 

professionals? If yes, what scope does it cover? 1954 

2. Do you have an identifier for health professional? 1955 

3. If you have such an identifier, what's its scope (local/regional or national)? 1956 

4. Do you have an electronic registry for health professionals that contains identity 1957 

attributes to identify them? 1958 

5. If you have such a registry, what's its scope (local/regional or national)? 1959 

6. Do you handle authentication at the natural person level? 1960 

7. Do you handle authentication at the legal person level? 1961 

8. What kind of authentication device is used in your country? 1962 

9. What is the level of your authentication device: simple (login, password), strong (eg. card 1963 

+ PIN code)? 1964 

10. Do you handle multiple authentication level based on some criteria (eg. information 1965 

accessed, people accessing, functionality...)? 1966 

11. Is the authentication device natively recognised by different applications (eg. 1967 

certificates/PKI, other…)? Or does it need a specific enrolment for each application? 1968 

For the scope of the analysis on the PS implementation it is relevant to deepen the responses 1969 

provided by the MSs to the following questions among those listed above. 1970 

What kind of authentication device is used in your country? 1971 

The responses provided to this question are relevant to understand the conformity among the MSs 1972 

in the use of technology provided to the Healthcare professionals to permit them a safe access to the 1973 

Patient Summary. 1974 

The following graphic shows that most of the countries provide to HCP an eID card that allow 1975 

access in combination with a PIN code. 1976 

Authentication device at national level 1977 
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 1978 

What is the level of your authentication device: basic (login, password), strong (eg. card + PIN code)? 1979 

Answering to this question the MSs indicated the level of strength of the authentication methods 1980 

provided to the HCP to access to the Patient Summary. Responses were classified as “Basic” in the 1981 

case the authentication method consist of a single factor authentication, such as entering a 1982 

password, and “Strong” in the case the authentication method is based on a two-factor 1983 

authentication (e.g. eID card + PIN code). 1984 

Level of authentication device 1985 

 1986 

 1987 

 1988 
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