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Adapting the patient summary for clinical research and public
health current and prospective use cases

IPS+ (formerly IPS+R)




Key Points
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IPS+R (now IPS+) - a modest extension of the IPS to support Research and Public Health
Learning Health Systems -rely on Research and Public Health to inform Clinical Decisions
Workflow for “collect once — use many times” (examples/case studies from CDISC, HL7, IHE)
IPS+ and yellow button - role for secondary use of data for Research and Public Health
CDISC tools — can be leveraged to support Research and Public Health and LHSs

xShare opportunity to make the desired workflow a reality — depends on harmonization of
terminologies and adoption
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Information from healthcare
(private, aggregated)

Healthcare fo eééle research Research

eDiscovery of new therapies

eUnderstanding diseases

eTesting/comparing therapies (CER)

eAssessing efficacy

eMonitoring safety

eUnderstanding responses
(genomics, biomarkers)

ePublic health/quality evaluations

ePost-marketing surveillance

eQuality healthcare
eInformed decisions
ePersonalized medicine
ePatient safety and privacy
ePublic health

eImproved therapies
eEfficiencies/reduced costs

Research findings
to inform
healthcare decisions
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Integrating EHR Workflow for
Secondary Uses

Cllnlcal Research

Safety
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Integrating Workflow: EHRs and Clinical Research,
Quality, Safety and Public Health Implementations (2010)

t Clinical Research
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: using CDASH: Value Sets TH
ASTER Project @ G. Pompidou Univ between Quality ”I =
Harvard to FDA: g Hospital in Paris (C. Measures I“m] |
0 AE Reporting 34 [l Daniel, PY. Lastic) - Re:g:rch [——
min to <1 min and &
rate increased Professional Park \ /
dramatically | M Med Services w/ IS = Interoperability
_ ) & Greenway EHR Specification
Hamamatsu Med Georgia, U.S. 1]
School CPOE and _/J_—f ¢ cDisc
EMR to PMDA in IHE-CDISC Retrieve Form
\ Japan for Data Capture (RFD) =

key common workflow
integration profile

(easy for EHRs to implement)
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Implementation vs. Adoption

¢

(2] From 2008 ~2014, the IHE-CDISC created integration profiles (leveraging HL7 CDA and CDISC
standards). RFD was implemented in various settings for secondary use globally and displayed at
HIMSS interoperability showcases; ROl was demonstrated. Interoperability Specifications were
written.

1.

(2] Why has there not been widespread adoption???
« ~ 2014, HL7 formally agreed to introduce HL7 FHIR.
* In the US, HITSP was replaced by the HITECH Act; blue button not broadly adopted

« Terminologies were not aligned within healthcare, across IGs and among healthcare, public
health and clinical research.

* Regulators and industry were not ready?

(%] Why could we now succeed with xShare?

EHDS is committed to for the E EHRxF to support secondary use cases

HL7, IHE, CDISC, IHTSDO, CEN/ISO all working together as partners in the Consortium
Terminologies are being aligned/harmonized within the IPS and for the IPS+

Patients will be able to access their own health data with the yellow button




Sharing Data with the xShare Yellow Button and the Patient at the Center
Supporting Primary and Secondary use
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Healthcare Clinical .
Hospitals Research x
Clinics

™
Public Health @ ‘ \ Yellow button

Co-funded by
the European Union




xShare WPS5 Deliverables in Current Status @5 are
% D5.1 Proposal for a harmonized core data set across health care, population health and

¢
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clinical research. M6 — Completed June 2024

o Core data element set of ~ 100 elements, very slightly expanding IPS = IPS+
D5.2 Analysis of business use cases for use of EHRxF HIDs in clinical research M9-
Completed Q4 2024

o Support for case report form completion with EHR Data

o Patients self-nominating for research study (sending data with yellow button)

o Protocol feasibility via registry of IPS+ summaries

D5.3 Proposed interoperability specification for an International Patient Summary for
Research & Public Health mapped to international standards M18 - Completed May 2025
o An interoperability specification (IPS+) mapped to international standards

o Terminology harmonization to support research and public health

D5.4 Next iteration of D5.3 — M24- to be based on implementer feedback

D5.5 Final iteration of D5.3 — M30- to be based on implementer feedback
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1) Data Element Sources — 2)Core Element Set — 3) Terminology
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Implementation Guide: Human Clinical Trials
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L.INC®

Ffrom Regenstrief '

Developing the xSHARE

Core Data Element Set
and IPS +
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NEXT STEPS
(Putting the
Core Data
Element Set
into Use):

Consensus-
building,
Validation in
New Health
Information
Domains (HIDs),
e.g., IPS+BUC,
Care Plans,
Telemonitoring,
Public Health




DOMAIN/CATEGORY:
IPS-Subject = CDISC-Demographics (DM)
Subject Characteristics (SC)

%> Subject Characteristic /Demographic ltem
» Subject Characteristic/Demographic Result
» Collection Date

Demographics/Subject Characteristics — Specific
Requested ltems:

Age
» Age Units
Birth Date
Gender/Sex*
Death
» Death Date
» DeathTime
» Subject Death Flag

*Terms not precisely defined

IPS-Problem List = CDISC- Medication History (MH)**
* Problem/Condition/Medical History Reported Term
* Medical History Event Collection Date

* Medical History Event Start Date

* Medical History Event End Date

* Hypertension

+ Diabetes

+ Chronic obstructive pulmonary disease

* Alcohol Abuse

* Drug Abuse

» Allergy

IPS-History of Procedures = CDISG- Procedures (PR)
Name of Procedure
Procedure Start Date
Procedure Indication
Ongoing Procedure
Procedure End Date

MAIN/CATEGORY:

IPS Diagnostic Results= CDISC- Laboratory Resuilts (LB)
Microbiology Results (MB); Body Systems Findings**

> Diagnostic/Laboratory/Micro Test Name

¥YY VYV VYYVYYYY

Diagnostic/Lab/Micro Result in Original Units Value
Diagnostic/Lab/Micro Original Units
Diagnostic/Lab/Micro Specimen Collection Date
Diagnostic/Lab/Micro Specimen Collection Time
Diagnostic/Lab/Micro Specimen Type
Diagnostic/Lab Fasting Status
Diagnostic/Lab/Micro Specimen/Reference ID

Lab Ref Range Lower Limit in Original Unit

Lab Ref Range Upper Limit in Original Unit
Diagnostic/Lab/Micro Specimen Collection Location
Diagnostic/Lab/Micro Method of Test/Exam
Microbiology Examination Detail

**B«Ddy Systems Findings each have specific domain with the same variables {e.g.,

CVTEST/CVORRES for Cardiovascular).

DOMAIN/CATEGORY:

IPS-Medication St y =CDISC-C itant Meds (CM)

» Medication/Drug/Product Name
Medication Start Date
Medication End Date
Dose

» Dose Units
Dose Form
Dose Frequency
Route of Administration
Medication Indication

IPS- Pregnancy status + history summary =
CDISC- Reproductive Findings (RP)

+ Pregnancy Status

* Reproductive Finding Name

+ Reproductive Result or Finding in Original Units

* Reproductive Original Units

* Reproductive System Finding Date

« There are a number of discrete pregnancy related outcomes that
were mapped to CDISC SDTM since there were discrete data
elements in IPS (code system/code/label) available — potential
public health use case

IPS-Vital Signs = CDISC- Vital Signs (VS)

+ Vital Signs Test Name

+ Vital Signs Date

+ Vital Signs Time

+ Vital Signs Result of Finding in Original Units
+ Vital Signs Original Units

IPS-Social History = CDISC- Substance Use (SU)

Tobacco Use (Smoking Status)
Alcohol Use

Name of Substance
Never/Current/Former Usage
Substance Dose

Substance Dose Units
Substance Use Frequency
Substance Use Start Date
Substance Use End Date
Substance Use Duration
Substance Use Duration Unit

Allergies and Intolerances
Start Date
End Date
Reaction
Manifestation
Severity

>
>
**Category Notin HL7 FHIR IPS IG
Essential to research - likely not found in health care records

DOMAIN/CATEGORY:
IPS-Data Element = CDISC- Healthcare Encounters (HO)

>
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IPS CDISC Data NCIt SES:;E_D S([\;SCTZE_D vfgclg)[;'lca (i/zﬁjgllleG CDASHIG
Category Domain Element C-Code ' Definition

Question Answer Element Label )

CDASH
Question
Text

CDASH CDISC
Prompt Codelist

Domain  Data Elemen NCIt C-Code 1ED Code- Question SMOMED Code- Answer CDASHIG Variable SHIG Variable Label DRAFT CDASHIG Definition Question Text Prompt Codelist

IMember [denifier [Fatient [dentifier
would link ta the research subject in

blinded Fazhion at site level only known to & unique subject identifier within a site and | what [isfw as] the [study)
Subject or Research Subject Identifier for the study No code No code investigator and team) SUBJID Subject Identifier far the Study 2 study. [subjectiparticipant] identifier? [Subject!Participant] [Identifier]
Subject or Situdy Site [dentifier CE3051 No code No code ) SITEID Study Site [dentifier A unique identifier for a site within a study. | what iz the site identifier? Siite [Identifier)

Identifier used to uniquely identify 2
subject across all studies for all
applications ar submissions invalving the
praduct. This must be a unique value, and
could be a compound identifier formed by

Urique Subjzct Identifier far the concatenating ‘what [istw as] the [Studyl0)-(Sitel0] (study)
Subject or Research Unique Subject [dentifier CEIZE6 No code No code ) USLBJID Study STUDYID-SITEID-SUBJID. [subjectiparticipant] identifier? [STUDYID-SITEID-SUBJIO]
Subject orM Research Studyldentifier Ca3ngz No code No code [ STUDYID Studu ldentifier A unique identifier for a study, ‘what iz the study identifier? [ProtocallStudu]
424144002 | Current chronolog The age of the subject, erpressedin
Subject o Age C170ast age [obsenvable entity) | No code hA AGE Age AGEL \hat i the subject’s age? fge
Units of time routinely used to express the
Subject o e Uit C50400 258707000 | year [qualifiervalue) | |No code hA AGEU Age Units age of a person. \hat i the age unit ussd? 2ige Unit CEETE

The date of callection, represented in an
unambiguous date farmat (.g,, DO-MON-

Subject or Demagraphics Collection Date CE3243 ion model No code ) OMOAT Demagraphics Collection Date L ‘what iz the date of collection? Callection Date
184100002 | Patient sex [observable Szt of the subject, as determined by the
Subject or Sex[Administrativelclinical use?) Cz8421 entity) | Sen SEX Sexn investigatar. ‘what iz the sex of the subject? Sex CEETH
A subject’s date of birth [with or without the
time of birth). The complete Date of Birth is
made from the temporal components of
184022003 | Date of birth [observable Birth''ear, Birth Manth, Birth Day, and
Subject oM Birth Date CE3217 entity) | No code Date of Birth ERTHDAT Biirth Date Birth Time.. ‘what iz the subject's date of birth? Biirth Date
Dateltime of death for any subject who
died., in 150 5601 format. Shaould represent
399753008 | Date of death the dateltime that iz
Subject or Deceased Date CIT7450 [observable entity) | No code Date of Death OTHOTC DatelTime of Death captured in the clinical-trial databaze. ‘w'hat was the subject's dateftime of death? | Death Date
410515003 |Known present Indicates the subject died. Shouldbe ™"
18632008 | Patient status [qualifier value)| or null. Should be populated even when
Subject 0r DeceasedFlag C117451 determination, deceased (finding) 410516002 | Known absent i OTHFL Subject Death Flag the death date iz unknaown ‘w2z the subject dead? Subject Death Flag LEET42
Dataincluded for individual patient
infarmation; Physical Sctivity; Sexual
363720008 | General Orientation; Gender ldentity; Prefered
383783004 | General characteristic of |characteristic of appearance Language; Oocupation; Occupation Descriptive name of the subject
Subject SC Subject Characteristic LA03330 patient [ohservable entity) | [observable entity) | Industry SCTEST Subject Characteristic characteristic of interest, ‘what iz the subject characteristics name? | [Subject Characteristic Test Mame] [ C102330

The date of callection representedin an
Subject Characteristic Collection unambiguous date farmat (e.g., O0-MON- | \what w as the date the subject
Subject SC Subject Characteristic Collection Date C33337 ion model No code Ml SCOAT Diate L characteristics were callected? Date

This could b alue set, butno Result of the subject characteristic as

Subject SC Subject Characteristic Finding VYalue Caint individual code No code A SCORRES SC Result or Finding in Criginal Units | ariginally received or collected. ‘what iz the subject characteristic? [Result]
This could b alue set, butno [SCTESTCOLSCORRE Reszult of the subject characteristios as

Subject SC Subject Characteristic Finding Value Unitg CE3400 individusl code No code A =] SC Result ar Finding in Original Units | originally received or collected ‘what iz the subject’s [SCTEST]? [SCTEST] Result
1003842006 | Past medical history < AD48BA003 | Clinical finding Problem [Condition, diagnosis, or reasan Reparted Term for the Medical The reparted or prespecified name af the  ['what is the medical condition or event

Problam L ist rMH Medical Histar Penarted Term C22 sectinn [record atifacti] Ifindinsi1 Far Lino medical i MHTERM Histirw medinal cnnditice o 113 term? Medical Histor Term
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IPS CDISC Data SIS SSein] CDASHIG CDASHIG
. Code - v4.0 Data Variable o
Category Domain Element Definition
Answer Element Label )

CDASH
Question
Text

CDASH CDISC
Prompt Codelist

IPS Category Domain  Data Element NCIt C-Code SNOMED Code- Question SMOMED Code- Answer USCDIvd.0 CDASHIG Variable CDASHIG Variable Label DRAFT CDASHIG Definition Question Text Prompt Codelist
IMember Identifier [Patient Identifier-
would link ta the research subjectin
blinded fazhion at site level only knownto & unique subject identifier within a site and | what [isfw as] the [study)
Subject or Research Subject Identifier for the study) No code investigator and team) SUBJID Subject Identifier for the Study 2 study, [subjectiparticipant] identifier? [Subject!Participant] [Identifier]
Subject or Situdy Site ldentifier No code ) SITEID Situdy Site [dentifier A unique identifier for a site within a study. | what iz the site identifier? Site [Identifier)
Identifier used to uniquely identify 2
subject across all studies for all gy

Subject or Research Unique Subject [dentifier CES256 No code No code ) IPS CompOSIfIOI’l
Subject or Rezearch Study ldentifisr Ca30682 MNo code [y 2% S h a re
424144002 | Curent chronological ) M EHR Xchange Format
Subject o Age C170381 age [observable entity) | No code T o=
‘ cdisc
Subject o Age Urits 50400 258707000 | yesr [qualifiervzlue) | MNo code T4 T
Implementation Guide: Human Chinical Trials NATIONAL CANCER INSTITUTE N EXT STEPS
- % Ve 34 (i Enterprise Vocabulary Services 4
Subject or Demographics Collection Date ion model No code A ; J | e (Puttl ng th e
18410000€ | Patient sex [observable i< 428015002 | Finding related to _
Subject or Siex [Adminiztrativelclinical use ) entity) | biological sex {finding)| Sen B Core Data

150-1PS 27269

SNOMED [ —_— Element Set
IR el terminology, worldwide ¥
into Use):

184052003 | Date of birth {observabl]
Subject oM Birth Dare entity) | No code Date of Birth

339753008 | Date of death z Consensus-
Subject o Deceased Date [observable entity) | No code Date of Death vty building,
410515003 |Known present = S - % E .
18832008 | Patient status [qualifier value)| = - e R i Valldatlon n
Subject oM DeceasedFlag determination, deceased [finding 410516002 | Known sbsent ) - New Health

Dataincluded

information; P ' i
63790008 | General Orientatior; 5 - 3 Information

363783004 | General characteristic oficharacteristic of appesrance Language; Od cdisc ‘ Domains (HIDs),
Subject SC Subject Characteristic patient [ohservable entity) | [ohservable entity) | Induztry
AEi e.g., IPS+ BUC,
Huma riah
Subject SC Subject Characteristic Collection Date ion model No code A Care Plans’
This could be a value set, butno 9 ; 5 Telemonitoring,
Subiect sC Subiect Characteristic Finding Yalug individuzl code Mo code Hld 2 PHIRI Deve loplng the xSHARE <
This could be a value set, but no Population Heaith Information) Pu bllc Health
Subject SC Subject Characteristic Finding Walus Un) individusl code Mo code HiA @) Ressach infrtmcnin Core Data Element Set

1003642006 | Past medical history < 404884003 | Clinical finding Prablem (Condg

Problemlis 1M Medical HisomPenated Tom o — and IPS +




HL7 International Patient Summary

HL7

International

International Patient Summary Implementation Guide
1.1.0 - STU 1 Update 1 [

Home  TableofContenls  General Principles and Design ~ The"IPS”  FHIR Aifacts  Downloads  Copyrights

Table of Contents i Patient v ion Guide

2 AHL7FHIR

This page is part of the Irternational Patient Summary Implementation Guide (v1.1.0: STUE 1) based on FHIR R4 2, This is the current published version. For a full list of

available versions, see the Directory of published versions (2 &

International Patient Summary Implementation Guide

Official URL: http: //h17.org/fhir/uv/ips/ ImplementationGuide/hl7 . fhir.uv.ips Version: 1.1.8

IG Standards status: Trial-use

‘ Maturity Level: 2

Computsble Name: InternationalpatientsummaryIc

Page standards status: Informative

An International Patient Summary (IPS) document is an electronic health record extract containing essential healthcare
information about a subject of care. As specified in EN 17269 and 1SO 27268, it is designed for supporting the use case
scenario for "unplanned, cross border care}, but it is not limited to it. It is intended to be international, i.e., to provide generic
solutions for global application beyond a particular region or country.

dition-ind. d

The IPS dataset is minimal and haustive; specialty-agnostic and ¢ but still clinically

Purpose
Project Background

Project Scope

Relationships with Other Projects and Guidelines
Ballot Status

relevant.
+ Dependencies

The IPS document is composed by a set of robust, well-defined and potentially reusable sets of core data items (indicated as
175 library in the figure below). The tight focus of the IPS on unplanned care is in this case not a limitation, but, on the
contrary, facilitates their potential re-use beyond the IPS scope.

« Cross Version Analysis
« Global Profiles

» Authors and Contributors

Figure 1: The IPS product and by-products

A AP

IPS Library g

FHIR to CDISC Map | Core Harmonized

Dataset

Implementer’s
will start with IPS

And use the IPS+
as a guide to
enhance the
specification for
research

Tools in IPS+

xShare IPS+ provides tools to implement the

HL7 IPS for clinical research and public health

0.1.0 - ci-build 150
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arted ~  Business

Home  Table of Conte

Table of Contents  Home

xShare Project Yellow Button

- Application - Data  Technology-  About

the Directory of published versions o#

xShare Project Yellow Button, published by xShare Project. This guide is not an authorized publication; it is the continuous build for version 0.1.0 built by
the FHIR (HL7® FHIR® Standard) CI Build. This version is based on the current content of https://github.com/hl7-eu/xShare/t? and changes regularly. See

Home

Official URL: http://hl7.eu/fhir/ig/xshare-yb/ImplementationGuide/hl7. eu. fhir.xshare-yb

Version: 8.1.8

Draft as of 2025-01-23

Computable Name: Xshareyblg

The specification herewith documented is a working specification. No liability can be inferred
from the use or misuse of this specification, or its censequences.

Please refer to the X-Bundle Registry dedicated entry(? for consulting the xShare button X-
Bundle

N ./
Sl

Cantents:
+ Scope
« Get Started
« Guide Organization

Scope
This guide provides a guidance on how to implement, be conformant with and obtain the xShare Yellow Button |abel, facilitating the access and adoption
of the selected specifications.

Get Started
Do you want to start with the xShare Yellow Button ? Read the :

« Get Started with the xShare Yellow Button Download page.
« Get Started with the xShare Yellow Button One-time share page.

Do you want to learn more ? Read this guide... See also the Guide Organzation section below.

Guide Organization
The xShare Yellow Button guide includes:
« A link to the X-Bundle Registry©
« A set of one page Get Started guides
« Finally, detailed information organized following the BDAT (business, data, application, and technology) model are provided:
The business domain describes the business processes and rules that the xShare Yellow Button is supporting.

Valueset alighment | Workflow to Trigger IPS+




Potential Glidepath Between IPS and IPS+ for Secondary Use

/ Core Data Element Set \

= N 'DOMAIN/CATEGORY:
DOMAIN/CATEGORY: Results= CDISC- Laboratory A\ I1PS-Data Element = CDISC- Adverse Encounters (AE)
IPS-Subject = CDISC-Demographics (DM) >

Subject Characteristics (SC)

St mmate . i Patients receive
-—- : : own summary data
(IPS+, no PHI) for
Research and
Public Health
BUC

CDISC- Healthcare Encounters (HO)

/A HL7 FHIR
cdisc
/&A HL7 FHIR
' *kk IPS Elements
IPS Elements harmonization for Research
for EHRxF of terminologies +. Terminology
FHIR Paths s e (i.e. NCI EVS C-
+ Terminology, Codes used by FDA,
(e.g. SNOMED, ICH, Research
LOINGC, ICD) Sponsors, NIH); also
eee apply to Safety and
CdISC Public Health

For global research, harmonize
with USCDI/USCore
)



IPS+

* xShare Core Harmonized Data Elements

* Maps from FHIR to CDISC in support of the
Core Harmonized Data Elements metadata

* Valueset alignment for routine laboratory
and microbiology tests (public health)

Workflow to trigger for IPS+
Guidance for HL7 FHIR IPS for research
Sources of HL7 FHIR IGs for research

Sources for CDISC standards content
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L : Z|Share
Clinical Research Supports Public Health ®J2hare

(%] CDISC has Therapeutic Area User Guides (TAUGS) that provide example case report forms (CRFs)
and guidance on how to use the standards for the core elements for a particular disease,
including metadata standards and terminology

Infectious Disease = Chronic Disease Rare Diseases

COVID-19 Asthma

Ebola Cardiovascular
Hepatitis C COPD

HIV Diabetes
Influenza Kidney

Malaria

, Depression
Tuberculosis

All TAUGSs are available for download in multiple formats at:
www.cdisc.org/standards/therapeutic-areas



http://www.cdisc.org/standards/therapeutic-areas

VACCINE ADMINISTRATION VI.0 - HARMONIZATION

Rationale & Goals
Use case — International Travel

Urgent need - global COVID-19
pandemic

Support emerging applications with
an international data standard for
interoperability of core data elements
and underlying metadata related to
vaccine administration

Harmonize a set of core vaccine
administration data elements

Deliver a short readily
implementation standard that
leverages and maps to available and
widely used data standards and
terminologies

No new standards

Follow endorsed governance
process.

Activities
Harmonize a set of 20 core elements
Based on European eHealth Network — Guidelines
for proof of vaccination for medical purposes - basic
interoperability elements*
Align with:
US CDC Endorsed Data Elements

Digital Green Certificate

WHO Interim Guidance for Developing a Smart
Vaccine Certificate (SVC)

Map/point to:
CDISC
HL7-FHIR
ISO Standards

I1SO 8601
ISO 3166
IDMP
ICD 10/11
SNOMED CT
WHODrug
ATC Classification

Develop a CDISC Vaccine Administration v1.0 and
mapping spreadsheet

Core Data Elements*

Vaccination Information
* Disease or agent targeted
* Vaccine/Prophylaxis
* Vaccine medicinal product
* Marketing Authorization Holder
* Manufacturer
*  Number in a series of vaccinations/doses
» Batch/lot number
» Date of Vaccination
* Administering center
» Health Professional identification
» Country of vaccination
* Next vaccination date

Patient Identification Information
* Person Name: First and last
* Person Identifier
+ Sex/Gender
» Date of Birth

Certificate Metadata

» Certificate issuer

» Certificate Identifier
* Certificate Valid from
» Certificate Valid until

*Source: eHealth Network, Guidelines on proof of vaccination for medical purposes - basic interoperability elements,
V 2. March 12, 2021. Retrieved from:
https://ec.europa.eu/health/sites/health/files/ehealth/docs/vaccination-proof _interoperability-quidelines_en.pdf

Developed in
collaboration with

LEARNING
3 HEALTH
Uy COMMUNITY

LA
cdisc
Vaccine Administration
v1.0 (Final)

Mapping Curation of Minimum
Data Elements and Metadata
(Basic Interoperability Elements)

Developed in Collaboration with the Learning Health Community
LHC Initiative: Global Collaboration to Address the
COVID-19 Pandemic and Future Public Health Challenges

Photo by Nati‘er Institute on Unsplash


https://ec.europa.eu/health/sites/health/files/ehealth/docs/vaccination-proof_interoperability-guidelines_en.pdf
https://unsplash.com/@nci?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
https://unsplash.com/s/photos/covid-vaccine?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText

xShare as a missing piece of the puzzle
connecting the CDISC initiatives to healthcare

% xShare IPS+

Core Harmonised Data Element Set

% FHIR IPS Profiles to CDISC SDTM Mapping

% Valueset/Codelist Alignment - SNOMED & CDISC

% Guidance on implementation using the tools

Digital Data Flow -
-ICH M11
-CDISC/TransCelerate USDM
- relates to/connectto HL7 FHIR UDP

Biomedical Concepts

360i

https://xshare-project.eu/newsletter/
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Summary

3¢y

IPS+ proposes to add a small number of elements to leverage IPS in use cases for clinical
research and public health.

8¢y

IPS+ implementation AND adoption will support Learning Health Systems such that research
data can more readily provide results to inform clinical decisions.

3¢y

No new standards are necessary. We need to use the available tools to align, harmonize and
connect healthcare with research and public health.

The IHE-CDISC integration profiles could be updated to use FHIR vs. HL7 CDA.
The xShare Consortium can encourage and support widespread implementation and adoption

3¢y

8¢y

for the benefit of patients.
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