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April 13, 2026 

Thomas Keane, MD, MBA 
National Coordinator for Health Information Technology (IT) 
Office of the National Coordinator for Health Information Technology (ONC)
Department of Health and Human Services
Hubert Humphrey Building, Suite 729
200 Independence Avenue SW Washington, DC 20201

Submitted electronically to: 
https://isp.healthit.gov/united-states-core-data-interoperability-uscdi#draft-uscdi-v7

Re: Draft United States Core Data for Interoperability Version 7 (Draft USCDI v7) 

Dear National Coordinator for Health IT Keane:

Health Level Seven (HL7) International welcomes the opportunity to submit comments on ONC’s Draft United States Core Data for Interoperability Version 7 (Draft USCDI v7). HL7 is the global authority on healthcare interoperability and a critical leader and driver in the standards arena. 

We appreciate ONC’s continued and notable effort to drive innovation through USCDI and in particular, the stated intention with Draft USCDI v7 to expand the scope of standardized data and strengthen support for patient safety, nutrition care and administrative burden reduction in alignment with national health and wellness priorities.

HL7 received specific feedback from our Clinical Decision Support (CDS), Clinical Quality Information (CQI) and Orders and Observations Work Groups, which is featured below. Should you have any questions about our attached comments, please contact Rachel Dunscombe, Chief Executive Officer of Health Level Seven International at ceo@HL7.org. We look forward to continuing this discussion and offer our assistance to you on this topic that is critical to the future of our nation’s healthcare.

       Sincerely, 
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      Rachel Dunscombe			                        Caroline Macumber
      Chief Executive Officer			           Board of Directors, Chair
      HL7 International		                                     HL7 International


HL7 Draft USCDI v7 Responses

Overarching Comments
https://isp.healthit.gov/united-states-core-data-interoperability-uscdi#draft-uscdi-v7

Healthcare Quality/Improvement 

HL7 highlights the importance of the following new data classes and data elements in Draft USCDI v7 for healthcare quality/improvement and supports their inclusion:

1. New data classes:
a. Healthcare Information Attributes (with data elements: Reason Not Performed and Diagnostic Report Date)
2. New data elements:
a. Device Type
b. Deceased Indicator
c. Immunization Status
d. Medication Administration
e. Medication Dispense Quantity
f. Condition Status
g. Medical Device Order
h. Nutrition Order
i. Procedure Status
Health and Laboratory Issues
HL7 observes that the current high level of the USCDI guidance leads to inconsistencies across the industry as individual health and laboratory entities are left to interpret the meaning of each of the USCDI data elements. To remedy this, HL7 recommends ONC focus on:
· Clinical Utility and Implementation - Prioritizing clinical utility and implementability: data elements should include clear definitions, usage notes, examples and (where relevant) code system examples to communicate scope. Ideally USCDI data elements could also support the use of synonyms, as some domains are very used to "their" names, making it hard to identify, that they are already supported (e.g. Performance Date/Time).

· Semantic Interoperability - Strengthening semantic interoperability: USCDI should be expanded in a manner that supports computable exchange (e.g., clear value sets (at minimum constraining to specific hierarchies in SNOMED CT), terminology guidance, versioning expectations, as well as clarification about pre-and post-coordination), not just transport.

· Definition and Scope Boundaries - Clarifying definitions and scope boundaries (including relationships between similar elements such as Device Type vs Unique Device Identification (UDI), Encounter vs. Appointment; Procedures vs Orders; and Events vs Outcomes). 

Comments: Data Classes and Elements

Diagnostic Imaging : Diagnostic Imaging Reference  [New Data Element]
https://isp.healthit.gov/taxonomy/term/7711/draft-uscdi-v7
HL7 recommends that rather than including this data element in USCDI v7, we encourage ONC to work with CMS, HL7, and DICOM in particular, to progress the Argonaut Accelerator’s work to establish clear guidance on how DICOMweb, HL7 FHIR and other standards are to be used supporting this use case. And once such guidance is sufficiently mature, it can be included it in USCDI.
Encounter Information [Existing Data Class]
https://isp.healthit.gov/taxonomy/term/811/draft-uscdi-v7

Encounter Information: Encounter Diagnosis [Existing Data Element]
https://isp.healthit.gov/uscdi-data-class/encounter-information

Health Insurance Information [Existing Data Class]
https://isp.healthit.gov/uscdi-data-class/health-insurance-information
 
USCDI+ Quality V1 Data Element

Encounter Information: Encounter Diagnosis [Existing USCDI+ Quality V1 Data Element]

Encounter Information: Present on Admission [Existing USCDI+ Quality V1 Data Element]

HL7 recommends adding the encounter diagnosis and diagnosis rank (currently in USCDI+Quality)  [i.e. together these form the “principle diagnosis” concept referenced below] data elements to the Health Insurance Information section in USCDI v7. HL7 recommends reviewing the USCDI+Quality V1 Encounter data class and for ONC to consider conformance by including the present on admission data element into USCDI v7 in the Health Insurance Information section.  

As background, currently USCDI+ Quality V1 supports principal diagnosis and present on admission, however, it is using the old pattern. Previous versions of QI-Core have used the Encounter.diagnosis element to reference to the list of diagnosis/diagnoses and procedures relevant to the encounter. The Encounter.diagnosis.usevalue helped to differentiate the diagnosis or procedure role with respect to the encounter, e.g., the admission diagnosis (AD), the discharge diagnosis (DD), the chief complaint (CC), a comorbidity diagnosis (CM), a pre-op diagnosis (pre-op), a post-op diagnosis (post-op) or a billing diagnosis (billing). Further, principal diagnosis was specified by Encounter.diagnosis.use= billing, and Encounter.diagnosis.rank=1 with similar modeling for principal procedures. Further prior versions of QI-Core identified present on admission (POA) using Encounter.diagnosis.onAdmission.

Feedback from implementers and standards experts indicated that concepts such as principal diagnosis, principal procedure and present on admission were more appropriately retrieved using the Claim profile. Medical record coders review documentation and work with physicians to provide the determination of what represents a principal diagnosis, a principal procedure, and the final present on admission flag for each diagnosis. Therefore, the diagnosis.sequence = 1 plus Claim.diagnosis.diagnosis[x] defines a principal diagnosis. The Claim.diagnosis.onAdmission plus Claim.diagnosis.diagnosis[x] defines which diagnoses are present on admission. The Claim.procedure.sequence = 1 plus Claim.procedure.procedure[x] defines a principal procedure.  See Quality Data Model (QDM)v5.6 to QI-Core R6 Mapping - QI-Core Implementation Guide v6.0.0

Health Status Assessments: Tobacco Use [New Data Element]
https://isp.healthit.gov/taxonomy/term/811/draft-uscdi-v7

As ONC notes, Draft USCDI v7 includes 29 proposed data elements and one significantly revised data element (Tobacco Use, an evolution of the Smoking Status data element).  HL7 supports the expansion of the Tobacco Use element in Draft USCDI v7 to include more than just smoking status. HL7 emphasizes this is an important data element that will help facilitate electronic decision support related to tobacco use.

However, HL7 importantly highlights that HL7 FHIR US Core currently requires representation of smoking in units other than the best practice of pack/years. This lack of standardization on best practice in Draft USCDI v7 introduces the potential for incorrect exchange, as well as flawed conclusions drawn from logic. As an example, HL7 notes that some projects have specifically required conversions to support correct inference with available data: https://github.com/cqframework/lcs-cds/blob/master/input/cql/LungCancerScreening.cql#L67

Healthcare Information Attributes: Diagnostic Report Dates [New Data Element]
https://isp.healthit.gov/taxonomy/term/7934/draft-uscdi-v7
HL7 recommends renaming the “Diagnostic Report Date” data element to "Diagnostic Report Date/Time" and adding a usage note: "This is an administrative date/time. It is updated every time a new version of the report is made available. It is not the same as the date/time that provides the temporal context for the patient's health.
Healthcare Information Attributes: Performance Time [Existing Data Element]
https://isp.healthit.gov/taxonomy/term/1456/draft-uscdi-v7

HL7 recommends renaming “Performance Time” to: “Clinically Relevant Date/Time” (but at minimum include ("Date/" in the name) and we propose a new definition: “Clinically relevant date and/or time a care activity (including diagnostics) is performed; for laboratory tests, this is the date/time the specimen is collected.”

HL7 also recommends supporting synonyms for USCDI data elements, and for this element the synonym “Specimen Collection Date/Time” should be added.

Healthcare Information Attributes: Reason Not Performed [New Data Element]
https://isp.healthit.gov/taxonomy/term/1226/draft-uscdi-v7
HL7 supports the inclusion of this data element in USCDI v7, but notes clarification is needed that this covers cancelations of orders, as well as providing reasons why results could not be obtained. HL7 highlights that there are a variety of reasons why tests are not performed and in some cases it may be due to the condition of a specimen. Other words that could be used to describe some of these situations are cancelation reason or specimen reject reason. 
HL7 also requests clarification if the Reason not Performed data element also covers durable medical equipment (DME), nutrition, physical, speech, and occupational therapies and if these are covered, HL7 suggests an update to the definition and usage note accordingly.
HL7 recommends updating the usage note to: "Usage note: Should be included with procedures, immunizations, medications, laboratory results and orders when they are not performed.”
Laboratory: Laboratory Test Performed Date [Level 0 Data Element] https://isp.healthit.gov/taxonomy/term/2436/level-0
HL7 recommends the addition of two new data elements in USCDI v7 related to this topic:
· The first element would be called "Laboratory Test Performed Date/Time" with the definition: "Date (and optionally time) when the instrument or technologist (for manual testing) generated the result.” And, a Usage Note would be added: "This would be the date/time when the results are generated by an instrument or the technologist recorded it."

· The second element would be called "Laboratory Test Result Released Date/Time" with the definition: "Date (and optionally time) when the result was verified and released by the testing laboratory.” And, a Usage Note would be added: "This would be the date/time when the results are verified in the LIS and available for exchange.
Laboratory: Specimen Collection Method [New Data Element]
[bookmark: OLE_LINK1]https://isp.healthit.gov/taxonomy/term/7902/draft-uscdi-v7

HL7 observes this data element supports the need for detail around the specimen, when it is not included in the precoordinated specimentype element, as the laboratory does not need the full detail of the procedure used to collect the specimen. HL7 recommends USCDI v7 use the same vocabulary as for the procedure, specifically SNOMED CT from the procedure hierarchy, to allow for post-coordination with the specimentype element, which also uses SNOMED CT.   

Laboratory: Specimen Condition [Existing Data Element]
https://isp.healthit.gov/taxonomy/term/7691/draft-uscdi-v7 
HL7 supports the renaming of this element, as it clarifies that it applies to the specimen (and container) regardless of the test to be performed. When the testing was performed needs to be conveyed for some results. It can affect result interpretation and can also be used to describe the reason a specific test is not performed.
Medical Devices: Device Type [New Data Element]
https://isp.healthit.gov/taxonomy/term/2376/draft-uscdi-v7
HL7 recommends clarifying that this element does not cover calibrators, controls or consumables. HL7 also recommends adding a Usage Note: "This element supports categorization of medical devices, while the UDI element identifies the specific medical device used for that patient, procedure, performed lab tests."
Medical Devices: Unique Device Identifier [Existing Data Element]
HL7 recommends adding the following to the USCDI usage note: “Using the device identifier of the UDI data element supports the identification of the kind of medical device for that manufacturer. When including the production identifier(s) along with the device identifier of the UDI data element, it refers to the specific medical device used for that patient, procedure and performed lab tests. In contrast, the device type data element is used for the higher level categorization of medical devices."
Orders: Laboratory Order [Existing Data Element]                https://isp.healthit.gov/taxonomy/term/7912/draft-uscdi-v7

To ensure that implementers understand that there are many more data elements needed for a laboratory order (what the Clinical Laboratory Improvements Amendments [CLIA] defines as the Test Request https://www.ecfr.gov/current/title-42/section-493.1241), HL7 recommends that this USCDI data element should have a more clear name and definition to narrow it to the identification of the test to be performed, which includes a name and the local code of the performing laboratory. In addition, a code drawn from Logical Observation Identifiers Names and Codes (LOINC) should also be included with this data element. HL7 recommends renaming the Laboratory Order data element to: “Ordered Laboratory Test" and update the definition to: "The name and code, ideally as defined by the performing laboratory, for the provider requested test."




Orders: Nutrition Order [New Data Element]
https://isp.healthit.gov/taxonomy/term/7920/draft-uscdi-v7
HL7 strongly supports the inclusion of Nutrition Order in USCDI v7. We believe this is a critical step toward the "Make America Healthy Again" initiative, ensuring nutritional therapy is fully integrated into the digital healthcare ecosystem.
Technical Maturity and Implementation
HL7 highlights that the Nutrition Order data element is technically mature and ready for nationwide standardization as is detailed below:
· FHIR Alignment: It is represented by the HL7 FHIR NutritionOrder resource, following the standard request pattern used for medications and procedures.
· Proven Exchange: It has been successfully tested through the Post-Acute Care Interoperability (PACIO) Project and HL7 Connectathons, proving its efficacy in transitions of care (e.g., hospital to long-term care).
· Vendor Readiness: Major Electronic Health Records (EHRs) [Epic, Oracle Health, etc.)] have already implemented FHIR R4 endpoints for this resource, facilitating real-world interoperability.
Clinical Utility and Standards
HL7 emphasizes that standardizing Nutrition Orders ensures safety and continuity across the care team:
· Cross-Specialty Use: It is vital for Speech-Language Pathologists (dysphagia/texture modifications) and Practitioners managing therapeutic diets (Renal, Diabetic, etc.).
Patient Demographics and Information: Race [Existing Data Element]
https://isp.healthit.gov/taxonomy/term/741/uscdi-v1

Patient Demographics and Information: Ethnicity [Existing Data Element]
https://isp.healthit.gov/taxonomy/term/746/draft-uscdi-v7

HL7 recommends updating the Race and Ethnicity data elements to align with the U.S. Office of Management and Budget (OMB) revisions to the Statistical Policy Directive No. 15: Standards for Maintaining, Collecting, and Presenting Federal Data on Race and Ethnicity (SPD 15), published on March 29, 2024. As organizations are already moving to adjust their data collection, we recommend updating USCDI to align as early as possible (well in advance of the March 2029 OMB deadline) to support clear requirements and alignment of healthcare standards across the industry.

Procedures: Procedure Status [New Data Element]
https://isp.healthit.gov/taxonomy/term/1471/draft-uscdi-v7
HL7 supports the new “Procedure Status” data element but requests clarity that that Procedure and Procedure Status data elements are not expected to be used for any laboratory data. 
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