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

IPS+ (formerly IPS+R)



Key Points

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



Research findings
to inform 

healthcare decisions

Information from healthcare
(private, aggregated)

to enable research

•Discovery of new therapies
•Understanding diseases
•Testing/comparing therapies (CER)
•Assessing efficacy
•Monitoring safety
•Understanding responses
  (genomics, biomarkers)
•Public health/quality evaluations
•Post-marketing surveillance

•Quality healthcare
•Informed decisions
•Personalized medicine
•Patient safety and privacy
•Public health
•Improved therapies
•Efficiencies/reduced costs

ResearchHealthcare

R. D. Kush, 2009
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Integrating EHR Workflow for 
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L. Bain, 2010
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Case Report Form

Integrating Workflow: EHRs and Clinical Research,

Quality, Safety and Public Health Implementations (2010)
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Implementation vs. Adoption 
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; ROI was demonstrated.  Interoperability Specifications were 
written.

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

Healthcare
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Clinics

Clinical 

Research

Public Health Yellow button



xShare WP5 Deliverables in Current Status

D5.1 Proposal for a harmonized core data set across health care, population health and 
clinical research. M6 – Completed June 2024
○ 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
○ Support for case report form completion with EHR Data
○ Patients self-nominating for research study (sending data with yellow button)
○ 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
○ An interoperability specification (IPS+) mapped to international standards
○ 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 
 “Harmonization”

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 HealthDeveloping the xSHARE
Core Data Element Set
and IPS +



Items

PS-Data Element = Adverse Event**
CDISC- Adverse Events (AE)
Allergies and Intolerances 

➢ Start Date
➢ End Date
➢ Reaction
➢ Manifestation 
➢ Severity

➢ Adverse Event Term 
➢ Adverse Event Start Date
➢ Ongoing Adverse Event
➢ Adverse Event End Date
➢ Adverse Event Severity
➢ Serious Criteria Met 

➢ AE Result in Death
➢ Death Date

➢ AE Life Threatening
➢ AE Hospitalization
➢ AE Disability or Permanent Damage
➢ AE Congenital Anomaly or Birth 

Defect
➢ AE Needs Intervention to Prevent 

Impairment
➢ AE Other Serious Important Medical 

Event
➢ Action Taken with Study Treatment
➢ Outcome

**Category Not in HL7 FHIR IPS IG
Essential to research – likely not found in health care records

Note: Items in black are proposed to add to IPS to support secondary use.
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FHIR to CDISC Map Core Harmonized 
Dataset

Valueset alignment Workflow to Trigger IPS+

HL7 International Patient Summary
xShare IPS+ provides tools to implement the 
HL7 IPS for clinical research and public health

Implementer’s 
will start with IPS

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

Tools in IPS+



Core Data Element Set

For 

IPS Elements 
for EHRxF
FHIR Paths
+ Terminology, 
(e.g. SNOMED, 
LOINC, ICD)

For global research,  harmonize 
with USCDI/USCore

EHR

IPS

Patients receive 
own summary data 

(IPS+, no PHI) for
Research and
Public Health

BUC 
 

HL7 FHIR
IPS Elements
for Research
+ Terminology
 (i.e. NCI EVS C-
Codes used by FDA, 
ICH, Research 
Sponsors, NIH); also 
apply to Safety and 
Public Health

Potential Glidepath Between IPS and IPS+ for Secondary Use

HL7 FHIR

***
harmonization

of terminologies
***



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 



Clinical Research Supports Public Health

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

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

Infectious Disease
COVID-19
Ebola
Hepatitis C
HIV
Influenza
Malaria
Tuberculosis

 
Chronic Disease
Asthma
Cardiovascular 
COPD
Diabetes
Kidney 
Depression

 

Rare Diseases 
 

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


VACCINE ADMINISTRATION V1.0 – HARMONIZATION

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

• ISO 8601

• ISO 3166

• IDMP

• ICD 10/11

• SNOMED CT 

• WHODrug 

• ATC Classification 

• Develop a CDISC Vaccine Administration v1.0 and 
mapping spreadsheet

18
*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-guidelines_en.pdf

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 

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.

Developed in 

collaboration with

Photo by National Cancer 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


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

360i

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

Biomedical Concepts

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

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



Summary

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

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

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 

for the benefit of patients. 
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