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Agenda

• Overview of USCDI as ONC Policy

• Review USCDI v4 new data elements

• USCDI Version Cadence

• ONDEC Submission System Update

• USCDI v5 Submission Cycle Update

• USCDI in the ONC Certification Program
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Core Principles

Comprises a core set of data needed to support patient 
care and facilitate patient access using health IT

USCDI

Establishes a consistent baseline of data for other use 
cases 

Expands over time via a predictable, transparent, and 
collaborative public process
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Why USCDI Matters 

• Established in the ONC Cures Act Final Rule in 2020
• Required for new Certification Criterion (application programming interface (API) to 

access patient data, using FHIR® US Core
• USCDI v1 replaces the Common Clinical Data Set in existing Certification Criteria, using 

HL7® C-CDA or FHIR® US Core:
• Transitions of Care documents (create, send, and receive)
• Clinical Information reconciliation and incorporation
• Patient View, Download, and Transmit their health data to a 3rd party
• Electronic case reporting to public health agencies*
• Create C-CDA document
• Access to data via APIs

• USCDI also defines required data for other uses, such as CMS Patient Access and 
Payer-to-Payer API

• USCDI v3 proposed to be required in HTI-1 NPRM



5 USCDI: Transparent, Predictable, Collaborative

• USCDI v1 is required by Cures Act Final Rule and added data 
classes clinical notes and provenance, and data elements 
pediatric vital signs and address

• USCDI v2 added three data classes and 22 data elements in 
support of advancing health equity (SOGI and SDOH)

• USCDI v3 added 24 data elements focused on factors promoting 
equity, reducing disparities and supporting public health data 
interoperability.

• Proposed as new required version in Health Data, 
Technology, and Interoperability 1 (HTI-1), with an effective 
date of December 31, 2024

• USCDI v4 added 20 data elements including Alcohol, Substance 
Use and Physical Activity Assessments, Treatment Intervention 
and Care Experience Preferences, and Medication Adherence 
data elements
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USCDI Update Process
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USCDI
2023/2024

Public feedback 
period on
Draft USCDI v5
Jan – Mar 2024

ONC prepares 
USCDI v5 (Final)
Apr – Jul 2024

Public submission 
period for USCDI v5 
Jul – Sept 2023

ONC prepares
Draft USCDI v5
Sept 2023 – Jan 2024

ONC Publishes
Draft USCDI v5

ONC published 
USCDI v4
July 2023

USCDI v4

USCDI v5

ONC publishes 
USCDI v5
July 2024
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Draft USCDI v5 Comment Process
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Public Comments for USCDI Version 5
Comments Received
Total: 350
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ONDEC Submissions for USCDI Version 5
Comments Received
Total: 61



11

Prioritization Criteria for New USCDI Data Elements

• Healthcare disparities and inequities
• Underserved communities
• Behavioral health
• Public health
• Key additions over past USCDI versions
• Modest burden for

• Standards and implementation guide developers
• Health IT developers
• Providers and health systems implementing updates

• Aggregate lift for all new data elements
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New Data Elements in USCDI v4
Allergies and Intolerances  
• Substance (Non-Medication)  

Encounter Information 
• Encounter Identifier 

   New Data Class  

Facility Information  
• Facility Identifier 
• Facility Type 
• Facility Name 

Goals and Preferences 
• Treatment Intervention 

Preference 
• Care Experience Preference 

Health Status Assessments  
• Alcohol Use §  
• Substance Use  
• Physical Activity § 
 

Laboratory 
• Result Unit of Measure 
• Result Reference Range 
• Result Interpretation  
• Specimen Source Site 
• Specimen Identifier 
• Specimen Condition           

Acceptability 

Medications 
• Medication Instructions       
• Medication Adherence      

Procedures 
• Performance Time 

Vital Signs 
• Average Blood Pressure 
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Allergies and Intolerances 
• Substance (Medication)  
• Substance (Drug Class) 
• Substance (Non-Medication)  
• Reaction  

Care Team Member(s) 
• Care Team Member Name 
• Care Team Member Identifier 
• Care Team Member Role 
• Care Team Member Location 
• Care Team Member Telecom 
Clinical Notes 
• Consultation Note 
• Discharge Summary Note 
• History & Physical 
• Procedure Note 
• Progress Note 

Clinical Tests 
• Clinical Test 
• Clinical Test Result/Report 

Diagnostic Imaging 
• Diagnostic Imaging Test 
• Diagnostic Imaging Report 

Encounter Information 
• Encounter Type 
• Encounter Identifier 
• Encounter Diagnosis 
• Encounter Time 
• Encounter Location 
• Encounter Disposition 

Facility Information  
• Facility Identifier 
• Facility Type 
• Facility Name 

Goals and Preferences 
• Patient Goals 
• SDOH Goals 
• Treatment Intervention 

Preference 
• Care Experience Preference 

Health Insurance Information  
• Coverage Status 
• Coverage Type 
• Relationship to Subscriber 
• Member Identifier 
• Subscriber Identifier 
• Group Number 
• Payer Identifier 

Health Status Assessments 
• Health Concerns 
• Functional Status  
• Disability Status 
• Mental/Cognitive Status 
• Pregnancy Status 
• Alcohol Use 
• Substance Use  
• Physical Activity 
• SDOH Assessment 
• Smoking Status 

Immunizations 
• Immunizations 

Laboratory 
• Tests 
• Values/Results 
• Specimen Type  
• Result Status 
• Result Unit of Measure 
• Result Reference Range 
• Result Interpretation 
• Specimen Source Site 
• Specimen Identifier 
• Specimen Condition 

Acceptability  

Medical Devices  
• Unique Device Identifier - 

Implantable  
Medications 
• Medications 
• Dose 
• Dose Unit of Measure 
• Indication 
• Fill Status 
• Medication Instructions 
• Medication Adherence 

Patient Demographics/ 
Information 
• First Name 
• Last Name 
• Middle Name (Including middle 

initial) 
• Name Suffix 
• Previous Name 
• Date of Birth 
• Date of Death  
• Race 
• Ethnicity 
• Tribal Affiliation 
• Sex 
• Sexual Orientation 
• Gender Identity 
• Preferred Language 
• Current Address 
• Previous Address 
• Phone Number 
• Phone Number Type 
• Email Address 
• Related Person’s Name 
• Relationship Type 
• Occupation 
• Occupation Industry 

Patient Summary and Plan 
• Assessment and Plan of 

Treatment 

Problems 
• Problems 
• SDOH Problems/Health 

Concerns  
• Date of Diagnosis 
• Date of Resolution 

Procedures 
• Procedures 
• Performance Time  
• SDOH Interventions 
• Reason for Referral 

Provenance 
• Author Organization 
• Author Time Stamp  
Vital Signs 
• Systolic Blood Pressure 
• Diastolic Blood Pressure 
• Average Blood Pressure 
• Heart Rate 
• Respiratory Rate 
• Body Temperature 
• Body Height 
• Body Weight 
• Pulse Oximetry 
• Inhaled Oxygen Concentration 
• BMI Percentile (2 - 20 years) 
• Weight-for-length Percentile 

(Birth - 24 Months) 
• Head Occipital-frontal 

Circumference Percentile (Birth 
- 36 Months) 
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ONDEC Changes
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ONDEC Changes – USCDI v5 and Beyond
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ONDEC Changes – Level Criteria Language
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USCDI Data Element Submission – Definition vs: 
Description
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USCDI in the 
ONC Certification Program
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• USCDI advances interoperable data exchange for certified health IT by specifying a 
common set of data classes and elements.

• The ONC Cures Act Final Rule adopted USCDI v1 as a standard for use in the Certification 
Program.

• Support for USCDI is included in many criteria in the Certification Program:
• § 170.315(b)(1) Transitions of care

• § 170.315(b)(2) Clinical information reconciliation and incorporation

• § 170.315(e)(1) View, download, and transmit to 3rd party

• § 170.315(f)(5) Transmission to public health agencies electronic case reporting

• § 170.315(g)(9) Application access - all data request

• § 170.315(g)(10) - Standardized API for patient and population services

USCDI in the ONC Certification Program
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• Supporting interoperability with flexibility!

• Certified Health IT developers participating in the Certification Program can voluntarily 
update Health IT modules to updated versions of standards prior to adoption in regulation

• Limited to standards adopted in the certification criteria that meet the Real World Testing 
Condition and Maintenance of Certification requirement

• Annually, ONC collaborates with stakeholders and elicits public comment in the process to 
identify and approve newer standards ready for adoption

Standards Version Advancement Process (SVAP)

Source: 2023 SVAP Fact sheet (healthit.gov)

https://www.healthit.gov/sites/default/files/2023-07/2023_SVAP_Fact_Sheet.pdf
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The Approved SVAP Standards for 2023 include the advancement of six standards.

The following SVAP 2023 approved standards related to USCDI are available for 
voluntary certification on September 11, 2023:

• United States Core Data for Interoperability (USCDI), Version 3, October 2022 Errata

• HL7® FHIR® US Core Implementation Guide STU 6.1.0 (June 2023)

• HL7 CDA® R2 Implementation Guide: C-CDA Templates for Clinical Notes R 2.1 
Companion Guide, Release 4.1 (June 2023)

USCDI and SVAP 2023

https://www.healthit.gov/buzz-blog/health-it/six-standards-advance-as-part-of-svap-2023
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The ONC Certification Program supports testing USCDI and 
related standards

Many certification criteria require support for USCDI

For example, § 170.315 (b)(1) "Transition of care" and § 
170.315(g)(10) "Standardized API for patient and population 
services"

ONC maintains testing tools for testing support for USCDI and related 
standards

These testing tools include the Inferno Framework for FHIR testing 
and the Edge Testing Tool for C-CDA testing

Testing USCDI in the Certification Program

https://inferno.healthit.gov/
https://ett.healthit.gov/ett/#/home
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Example criterion with USCDI:
§170.315(g)(10) Standardized API for patient and population services

Clinical 
Data 

(USCDI)

US Core IG v3.1.1

Bulk Data Access IG
v1.0.1

FHIR APIs
OAuth 2.0 

Security Layer

Consumer Apps
(B2C)

Patients

App Authorization
using SMART App 
Launch Framework IG 
v1.0.0

Authentication
using OpenID Connect 
Core 1.0 incorporating 
errata set 1

System Authorization
using the SMART 
Backend Services

System Apps
(B2B) System 

Users

Provider
System
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Testing Workflow

Use Case

Other 
Requirements

Reference 
Server

Implementation 
Guide(s)

+
Reference 

Data

Tests

Testing Tool Results

Step 1: 
Define 
requirements

Step 2: 
Establish baseline 
artifacts

Step 3: 
Test system

Step 4:
Verify 
conformance
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Testing Tool Example: Inferno, part 1

Figure: This screen for the Inferno test kit for the § 170.315(g)(10) criterion allows the tester to 
select which combinations of standards to test.
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Testing Tool Example: Inferno, part 2

Figure: This screen shows the primary testing interface for the Inferno test kit for the § 
170.315(g)(10) criterion.
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Testing Tool Example: Inferno, part 3

Figure: This is an example of part of a testing results report generated by the Inferno test kit for 
the § 170.315(g)(10) criterion.



Al Taylor, MD, Albert.Taylor@hhs.gov

Scott Bohon, Scott.Bohon@hhs.gov

Erin Little, Erin.Little@hhs.gov

Contact ONC

Subscribe to our weekly eblast 
at healthit.gov for the latest updates!

Phone: 202-690-7151

Health IT Feedback Form: 
https://www.healthit.gov/form/
healthit-feedback-form

Twitter: @onc_healthIT

LinkedIn: Office of the National Coordinator for 
Health Information Technology

Youtube: 
https://www.youtube.com/user/HHSONC

mailto:Albert.Taylor@HHS.Gov
mailto:Scott.Bohon@hhs.gov
mailto:Erin.Little@hhs.gov
http://healthit.gov/
https://www.healthit.gov/form/healthit-feedback-form
https://twitter.com/onc_healthit
https://www.linkedin.com/company/office-of-the-national-coordinator-for-health-information-technology/
https://www.linkedin.com/company/office-of-the-national-coordinator-for-health-information-technology/
https://www.youtube.com/user/HHSONC
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Enabling USCDI with 
FHIR US Core 
and C-CDA 

Brett Marquard 
Gay Dolin 



Agenda 
USCDI and HL7 Standards Development 

US Core Enables USCDI 
• History
• Mapping USCDI V4 and Profiling FHIR
• Terminology in Profiles
• Capabilities, Testing and Validation

C-CDA Enables USCDI
• History
• Mapping USCDI V4 and Templating C-CDA
• US Core and C-CDA Alignment
• Re-Balloting of C-CDA and New Publication Format



Speaker #1 
Brett Marquard 

• Principal, WaveOne Associates
• Extensive EHR experience
• Primary Editor, Argonaut Data Query IG / US FHIR Core IG
• Primary Editor, C-CDA, C-CDA Companion Guides
• Project Manager Argonaut
• brett@waveoneassociates.com

mailto:brett@waveoneassociates.com


US Core Team 
Gay Dolin MSN, RN 

• Principal, Namaste Informatics LLC
• HL7 US Realm Program Manager
• Primary Editor, C-CDA, C-CDA Companion Guides, US Core
• gdolin@Namasterinformatics.com

Eric Haas MS, DVM 
• President Health eData Inc
• Primary Editor US FHIR Core IG
• ehaas@healthedatainc.com

mailto:gdolin@Namasterinformatics.com
mailto:ehaas@healthedatainc.com


US Core Data for Interoperability 

The USCDI is a standardized set 
of health data classes and 
constituent data elements for 
nationwide, interoperable 
health information exchange. 

+ many more!

https://www.healthit.gov/isa/united-states-core-data-interoperability-uscdi 4 

https://www.healthit.gov/isa/united-states-core-data-interoperability-uscdi


Our view on USCDI 
It is Data Policy 

• standards agnostic
• use case agnostic
• sets a floor for standardization
• allows for further standards development for specific use

cases

5 



US Core Implementation Guide 
Foundational US guide that maps USCDI to FHIR 

6 





21st Century Cures Act: Interoperability, Information Blocking, and the ONC Health IT 
Certification Program 
The patient is at the center of the 21st Century Cures Act. Putting patients in charge of their health records is a key piece of 
patient control in health care, and patient control is at the center of HHS' work toward a value-based health care system. 
The ONC Cures Act Final Rule implements interoperability requirements outlined in the Cures Act. Patients need more power 
in their health care, and access to information is key to making that happen. 

…in the rule… 
Considering this and commenters' recommendations, we have adopted the HL7 FHIR US Core 
Implementation Guide STU 3.1.0 (US Core IG) implementation specification in 
§ 170.215(a)(2). We note that we adopted the latest version of the US Core IG at the time of the
final rule publication. The US Core IG defines the minimum conformance requirements for 
accessing patient data using FHIR Release 4 (adopted in § 170.215(a)(1)), including profiled
resources, operations, and search parameters for the Data Elements required in the USCDI
implementation specification (adopted in § 170.213)
.. 



Proposed rule 
published: 4/18/2023 

Federal Register – HTI- 1 9

https://www.federalregister.gov/documents/2023/04/18/2023-07229/health-data-technology-and-interoperability-certification-program-updates-algorithm-transparency-and


Standards Version Advancement Process (SVAP) 

https://www.healthit.gov/topic/standards-version-advancement-process-svap 
10 

https://www.healthit.gov/topic/standards-version-advancement-process-svap


US CORE ENABLES USCDI 

© 2022 Health Level Seven ® International. Licensed under Creative Commons Attribution 4.0 International 
HL7, Health Level Seven, FHIR and the FHIR flame logo are registered trademarks of Health Level Seven International. Reg. U.S. TM Office. 11 



Profile-less FHIR ® 

® 

 You don’t need profiles to interoperate with FHIR
 Resources are “discrete” enough that mechanism to populate most

elements is clear
 Approach

 Populate/consume all elements you know, use HL7 or country-standard
extensions for extras

 Map to/from “recommended” terminologies as much as possible, populate
CodeableConcept.text

 Expose capabilities in Conformance resource

© 2020 HL7 ® Int’l. Licensed under Creative Commons. HL7, Health Level Seven, FHIR & flame logo are registered trademarks of Health Level Seven International. Reg. U.S. TM Office. 



Base Condition Resource vs. ® 

© 2020 HL7 ® Int’l. Licensed under Creative Commons. HL7, Health Level Seven, FHIR & flame logo are registered trademarks of Health Level Seven International. Reg. U.S. TM Office. 

13 



US Core Condition ® 
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© 2020 HL7 ® Int’l. Licensed under Creative Commons. HL7, Health Level Seven, FHIR & flame logo are registered trademarks of Health Level Seven International. Reg. U.S. TM Office. 



US Core Implementation Guide 

• Built from Argonaut requirements
• US Core profiles supersede Argonaut Data Query profiles for FHIR R4

– Version 3.1.1 published June 2020

• HL7 balloted 
Supports 

US Realm FHIR profiles 
Common Clinical 

Data Set 

– Used by US stakeholders when implementing FHIR
– Basis for creating further US Realm profiles.

– United States Core Data for Interoperability (USCDI) which superseded the 

…fun fact: the Data Access Framework (DAF) = ONC sponsored DAF effort on FHIR preceded the Argonaut guide! 

15 

http://hl7.org/fhir/DSTU2/daf/daf.html


US Core 6.1.0 
• Support for ONC’s USCDI v3
• Resolved 100+ trackers
• Updated Change Log

(6.1.0 errata to 6.0.0 to improve Sex guidance)
• Improved Conformance and Guidance sections

http://hl7.org/fhir/us/core/ 
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http://hl7.org/fhir/us/core/STU6/changes.html
http://hl7.org/fhir/us/core/


USCDI to US Core Profile Mapping 
USCDI 

Data Class/Element US Core Profile 

http://hl7.org/fhir/us/core/uscdi.html 17 

http://hl7.org/fhir/us/core/uscdi.html


US Core Terminology to Align with USCDI 
20+ Value Sets defined in US Core + over a dozen more 
referenced from NLM Value Set Authority Center (VSAC)!

18 



US Core Publication History 

USCDI Version US Core Version 

v1 3.1.1 

v1 4.0.0 

v2 5.0.1 

v3 6.1.0 – June 30, 2023! 

http://hl7.org/fhir/us/core/history.html 

19 

http://hl7.org/fhir/us/core/history.html


• US FHIR Core will ballot every January
• The ballot will reflect HL7 update requests (JIRA) and response to USCDI v+1.
• Connect-a-thons/pilot testing precede US FHIR Core Update Ballot.



US CORE ≠ ONC USCDI 
US CORE > ONC USCDI (HL7 new ballot) 
US CORE < ONC USCDI (ONC new rule) 

Continuous game of leapfrog! 

21 



USCDI Patient Demographics -> US Core Patient 
1. Start with FHIR Patient

Resource
2. Decide which FHIR

element need to
supported.

3. Add Extensions to fill in
gaps
1. Race
2. Ethnicity
3. Gender identity

4. Define Terminology

22 



US Core Patient Introduction Section 

Each Profile page includes a narrative description 

23 



US Core Patient Introduction Section 

and Profile specific implementation guidance 

24 



US Core Patient “Quick Start” Section 

and supported FHIR RESTful Search API to meet patient access 
requirements 

https://hl7.org/fhir/us/core/STU6.1/StructureDefinition-us-core-patient.html 
25 

https://hl7.org/fhir/us/core/STU6.1/StructureDefinition-us-core-patient.html


Problem Value Set (compositional) 
Compositional : A definition of which codes are intended to be in the value set ("intensional") 

26 



Smoking Status (enumerated) 

https://hl7.org/fhir/us/core/STU6.1/StructureDefinition-us-core-smokingstatus.html 
https://vsac.nlm.nih.gov/valueset/2.16.840.1.113883.11.20.9.38/expansion 

27 

https://vsac.nlm.nih.gov/valueset/2.16.840.1.113883.11.20.9.38/expansion
https://vsac.nlm.nih.gov/valueset/2.16.840.1.113883.11.20.9.38/expansion


CapabilityStatements 

US Core Server CapabilityStatement 
This Section describes the expected capabilities of the US Core Server actor 
which is responsible for providing responses to the queries submitted by the US 
Core Requestors. 
US Core Client CapabilityStatement 
The Section describes the expected capabilities of the US Core Client which is 
responsible for creating and initiating the queries for information about an 
individual patient. 

28 

http://hl7.org/fhir/us/core/CapabilityStatement-us-core-server.html
http://hl7.org/fhir/us/core/CapabilityStatement-us-core-client.html


Conforming Server Expectations 

Supported Profiles 

Supported Searches 

https://hl7.org/fhir/us/core/STU6.1/CapabilityStatement-us-core-server.html 29 

https://hl7.org/fhir/us/core/STU6.1/CapabilityStatement-us-core-server.html


Validation 

https://inferno.healthit.gov/ 30 

https://inferno.healthit.gov/


Testing and Community Feedback 

• Testing
• Formal Events at HL7 ”Connectathons”
• Reference Implementations supporting the published profiles
• Informal pilots

• Feedback
• Certifiers
• Testers
• Other Implementers
• FHIR Community

31 



USCDI v4 
32 

https://www.healthit.gov/sites/isa/files/2023-07/Final-USCDI-Version-4-July-2023-Final.pdf




USCDI Design Now and Future 
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Speaker #2 
Gay Dolin MSN, RN 

• Principal, Namaste Informatics LLC 
• HL7 US Realm Program Manager 
• HL7 SDWG Co-Chair 
• Healthcare Terminologist 
• Primary Editor, C-CDA, C-CDA Companion Guides, US Core 
• gdolin@NamasteInformatics.com 
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C-CDA Team

Brett Marquard 

• Principal, WaveOne Associates
• Extensive EHR experience
• Primary Editor, Argonaut Data

Query IG, US FHIR Core IG
• Primary Editor, C-CDA, C-CDA

Companion Guides
• Project Manager Argonaut
• Brett@waveoneassociates.com

Jean Duteau 

• CTO, Dogwood Health
Consulting

• HL7 TSC Chair
• HL7 Cross Group Projects WG

(CGP) Co-Chair
• Primary Editor, C-CDA
• jean.duteau@dogwoodhealthc

onsulting.com

Benjamin Flessner 

• Senior Software Engineer, Availity
• Co-chair HL7 Structured

Documents
• Editor, C-CDA, C-CDA on FHIR, C-

CDA Companion Guide
• FHIR Data Warehouse Architect
• FHIR IG development
• Care Everywhere Architect
• Benjamin.Flessner@availity.com

Rosemary Hofstede 

• Consultant, Duteau Design Inc
• Editor, C-CDA
• rosemary@duteaudesign.com
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C-CDA:
Over 4.8 Billion
Documents
Exchanged
Annually!

Statistic Source: CareEquality1 

Image Source: American Nurse Journal2 

~ 400 million per month 
~ 12 million per day 37 



C-CDA ENABLES USCDI
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USCDI 



Consolidated CDA (C-CDA) - History 
• 2007: Continuity of Care Document (CCD) was first published
• 2007-2010: 10+ Common Clinical Document Types published
• 2011: Consolidated CDA release 1.0 migrated the Common Clinical

Document Types into one IG to re-use and align templates
• 3 new versions, 4 Companion Guides, 5 Supplemental Guides, many

errata later… 

….it Grew! 

C-CDA Product Page
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https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447


C-CDA and Companion Guides Relationship
• Companion Guide Release 1 and

1.1 covered MU1 and MU2
guidance

– Provided CDA Guidance from the
base standard and explained the
CDA templating approach

– Provided implementation needed
guidance identified through CDA-
IATs 

– Pointed to which templates and
what elements within the
templates met the MU1 and 2
Rulings

– No new templates

Companion 
Guides 

(Mapping 
and advice) 

C-CDA IG
(Templates)

41 



C-CDA and Companion Guides Relationship
Companion Guide Release 4.1 covers 
USCDI v3 (1-3): 

– Bolster base standard, implementation
and CDA templating approach guidance

– Provide mapping to existing C-CDA
templates and elements that represent
USCDI Data classes and elements

– Provide additional text guidance
• To more explicitly represent USCDI

Data classes and elements:
– Contains specializations or new

versions of existing C-CDA templates
– Contains new templates

HL7 Version 3 Standard 

Clinical Document Architecture

C-CDA R2.1 Implementation Guide

Companion Guides R4 
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C-CDA Companion Guides
C-CDA guides that maps USCDI to CDA

USCDI Version Companion Guide Release 

v1 C-CDA Companion Guide Release 2

v2 C-CDA Companion Guide Release 3

v3 C-CDA Companion Guide Release 4.1

43 
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USCDI v3: C-CDA Companion Guide R4.1 

• Main Volume:
– Text Guidance
– Mapping Tables

• Appendix A:
– Templates covering

USCDI v1-v3 related
to C-CDA R2.1
Templates

• Appendix B:
– Templates covering

the USCDI UDI Data
Class Elements

44 



Standards Version Advancement Process (SVAP) 

Certification Criteria Current Standard Version(s) Approved Standards for 
2023 

Regulatory Text Citation 

 

    

  
    

 
   

    
  

   
  

  
   
  
   

 

  
   
  
   

§ 170.315(b)(1) - Transitions of HL7® CDA R2 Implementation HL7® CDA R2 Implementation § 170.205(a)(5)
care; § 170.315(b)(2) - Clinical Guide: C-CDA Templates for Guide: C-CDA Templates for 
information reconciliation and Clinical Notes R2.1 Companion Clinical Notes R2.1 Companion 
incorporation; § 170.315(b)(9) - Guide, Release 2 - US Realm, Guide, Release 4.1 - US Realm, 
Care plan; § 170.315(e)(1) - View, October 2019 June 2023 
download, and transmit to 3rd
party; § 170.315(g)(9) - Application
access - all data request

https://www.healthit.gov/topic/standards-version-advancement-process-
svap 45 
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Data Classes and Elements Added in USCDI v3 
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C-CDA R3 and USCDI v4

USCDI Version C-CDA R3 Ballot with USCDI Design through V4

V4 C-CDA 3.0
(New Build Preparing for Ballot – January 2024) 

C-CDA Will be balloted for the first time since 2015
• C-CDA + USCDI in one web-based publication
• In a Web Format Similar to FHIR IGs

47 
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CDA Publishing Enters 



C-CDA and USCDI v4 and Beyond: Web Pub
January 2024: The next ballot of full C-CDA (with USCDI v4 Design) will be in 
a Web Publication similar to FHIR, using HL7's Structure Definition method 

Why?
Structure Definition 

• Same underlying tech stack across HL7
• Same Look and Feel across standards
• Inherent Validation
• Logical versioning style
• SD makes (new) implementation easier
in systems because SD are computer
processable
• Ease updates

Traditional 
• Traditional tooling produces
increasingly unwieldy word
documents that are transformed
to pdfs which often introduce
broken links
• Multiple Documents
• Lack of Same underlying tech
stack across HL7

49 



C-CDA R3 Ballot – Re-Organize and Align
• Eliminate or add C-CDA templates/profiles

where needed to mirror US Core or
industry need/use

• Opportunity to increase alignment with US
Core

• Incorporate USCDI v1-v3 design and
mappings from Companion Guides R1-4.1

• Add USCDI v4 new design and mappings

• Web Publication!!

50 



Web Publication Preview 

Consolidated CDA 3.0 
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C-CDA R3 and USCDI V4
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Design and Alignment Approach - Design 
Data element understanding process: 
• Review Definitions
• Understand the policy intent for healthcare exchange
• Learn what and how vendors currently capture the data element
• Determine what is already defined in the standards
• Detailed mapping analysis to FHIR/US Core
• Detailed mapping analysis to CDA/C-CDA

53 



US Core and C-CDA USCDI Alignment and Design Approach 

US Core runs the first ‘lap’ 

54 



Design and Alignment Approach - Implement 
Implement: 
• Propose designs iteratively
• Build draft US Core profiles
• Build draft C-CDA templates
• Value sets: Re-use or build and bind to common value sets
• Review with work groups
• Revise as per consensus
• Prepare ballot version

55 



C-CDA R3 USCDI v4 Highlights
Existing – Add flag to existing elements 
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C-CDA R3 USCDI v4 Highlights
Existing – Add flag to existing elements – Example: Procedure Performance time 
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C-CDA R3 USCDI v4 Highlights
Derive a new template from an existing one (add vocab bindings and guidance) 

58 



C-CDA R3 USCDI v4 Highlights
Derive a new template from an existing one – Example: Alcohol and Substance Use 

• Derive from the Existing
Assessment Scale and
Assessment Scale Supporting
Observation Templates

– Add vocabulary bindings for
Alcohol and Substance Use

– Bolster guidance for screening
and assessments

– Re-uses Gravity value sets
– Guidance will align with US Core

59 



C-CDA R3 USCDI v4 Highlights
New Templates 

60 



C-CDA R3 USCDI v4 Highlights
New Template – Example: 
Care Experience Preference 
• Vocabulary binding only at

Observation.code (aka the
“Question”)

• Answers allow text to capture
the person’s words

• This template could be
contained in any location,
suggested examples:

– Advance Directives section or
entries

– Procedure Activity

– Social History Section
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C-CDA R3 USCDI v4 Highlights
New Template – Example: 
Medication Adherence 
• Vocabulary binding @value (aka

“answers”)
• Medication Adherence (SNOMED CT)

– Complies with drug therapy (1156699004)
– Unknown (qualifier value) (261665006) 
– Drugs - total non-compliance (275927006)
– Drugs - partial non-compliance (275928001)
– Medication therapy compliance variable

(457831000124109)
– Non-compliance of drug therapy (702565001)

• Contained in the Medication Activity
    Template

62 
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USCDI Table 
USCDI 

Data Class/Element C-CDA Template
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Remaining Timeline 

Meeting Coordinates: 
Structured Documents Work Group: 

Thursdays 10 AM ET – 12 Noon ET 

• Zoom

• Meeting ID: 465 862 913

• Passcode: 310940

• Phone number: +1 929-436-2866

Topic Date 

Review of Draft Designs and Open 
Design Issues 

10/26/2023 

Review of Draft Designs and Open 
Design Issues 

11/03/2023 

Post for Community QA 11/17/2023 
Final IG Content Due 12/04/2023 
Sign up to vote by 12/21/2023 
Ballot Comment Period 12/8/2023 - 01/08/2023 

https://us02web.zoom.us/j/465862913?pwd=cUllR1BndVpYNVpyR3dzc3VIUERTZz09
https://www.hl7.org/ballotdesktop/index.cfm?view=join


Thank-you!! 
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