
April 28, 2022 

Micky Tripathi, PhD, MPP
National Coordinator
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://www.healthit.gov/isa/united-states-core-data-interoperability-uscdi#draft-uscdi-v3
Re: ONC’s Draft United States Core Data for Interoperability (USCDI) Version 3

Dear Dr. Tripathi:

Health Level Seven (HL7) International welcomes the opportunity to submit comments on ONC’s Draft United States Core Data for Interoperability (USCDI) Version 3 and related data classes standards and elements. HL7 is the global authority on healthcare interoperability and a critical leader and driver in the standards arena. Our organization has more than 1,600 members from over 50 countries, including 500+ corporate members representing healthcare consumers, providers, government stakeholders, payers, pharmaceutical companies, vendors/suppliers, and consulting firms. 

We appreciate this on-going collaborative process. HL7’s feedback on the Draft USCDI v3 is detailed in our accompanying table. We offer overarching comments, recommendations to increase the value of USCDI with greater alignment to HL7 FHIR (HL7® FHIR®) and recommendations pertinent to each data class. HL7 also notes the criticality of proactive coordination and emphasizes USCDI adoption should be well aligned to published, updated implementation guides.  This will benefit industry use of updated USCDI versions as ONC advances certified health IT products.  






In addition to our leadership and Policy Advisory Committee, HL7 Work Groups contributing to these comments include Clinical Decision Support, Clinical Quality Information, Financial Management, Orders and Observations, Patient Care, Patient Empowerment and Payer/Provider Information Exchange. The HL7 Da Vinci Project also contributed. Should you have any questions about our attached comments, please contact Charles Jaffe, MD, PhD, Chief Executive Officer of Health Level Seven International at cjaffe@HL7.org or 734-677-7777. We look forward to continuing this discussion and offer our assistance to ONC.
     Sincerely, 
[image: Description: Charles Jaffe Signature]				[image: ]
  Charles Jaffe, MD, PhD				            Andrew Truscott
   Chief Executive Officer			           Board of Directors, Chair
   HL7 International		                    HL7 International
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Health Level Seven International (HL7) Response and Input
Office of the National Coordinator for Health Information Technology (ONC)
United States Core Data for Interoperability (USCDI) Standard (Draft Version 3) 
Ref: 	https://www.healthit.gov/isa/sites/isa/files/2022-01/Draft-USCDI-Version-3-January-2022-Final.pdf

	I. OVERARCHING COMMENTS

	Item
	Comments

	Overarching Comments
	No comment

	ONC – United States Core Data Interoperability (draft v3)

	Item
	Description
	Comments

	
	
	

	Question 1.a 

NEW Data Class


	· NEW Data Class and Elements 

Health Insurance Information:  Data related to an individual’s insurance coverage for health care.
https://www.healthit.gov/isa/taxonomy/term/3016#draft-uscdi-v3 

	HL7 notes that if this section is intended to provide insurance card details, then an equivalent FHIR element for the Insured person is lacking.

HL7 understands the use case for this element to be the provision of insurance information provided by a provider to a payer (e.g., insurer or TPA) for the purposes of: eligibility determination; authorization of services; or, claiming for goods/services rendered. HL7 would be willing to work with ONC to address how to effectively meet those use case needs.

Regarding information to be used in EMRs, HL7 notes the purpose to have in an EHR is to communicate with Payers early in the process. HL7 agrees that the new Health Insurance Information data class is needed, but we recommend that some of the data elements should to be modified.  We are available to discuss this recommendation further.


	
NEW Data Element
	
• Coverage Status - The presence or absence of coverage for a particular encounter or claim.
https://www.healthit.gov/isa/taxonomy/term/3601/draft-uscdi-v3

	HL7 notes Coverage Status as described appears to be appropriate at a claim specific level, but not a patient specific level. HL7 recommends further context and additional understanding about this element’s intent be addressed before inclusion in USCDI v3.


	NEW Data Element
	• Coverage Type : Categories of health care payors (e.g, Medicare, TRICARE, Commercial Managed Care - PPO).
https://www.healthit.gov/isa/taxonomy/term/2351/draft-uscdi-v3
	HL7 notes that the context of the Coverage Type data element is unclear. Is this for “paid claims”? The specified code list specifies 'who' paid the claim (or will pay) and does NOT indicate the type of coverage. HL7 recommends the HL7 Coverage.type codes, which better address the ‘type’ of coverage.
In addition, HL7 received feedback from payer stakeholders who suggest the coverage.type concept is not a high-level category such as dental, medical, workers compensation, etc.  The payer topology which the codeset pointed to is more appropriate for use in InsurancePlan.plan.type (see HL7.FHIR.US.DAVINCI-PDEX-PLAN-NET\Plan-Net InsurancePlan - FHIR v4.0.1
HL7 recommends a new data element that is needed, “Insurance Plan”. The Insurance plan data element does not need to have Source of Payment Typology (SOPT) granularity, which would be burdensome for providers and may not match payer Insurance Plan Coverage (e.g. Medicare, TRICARE, BCBS PPO etc.)


	          NEW Data
            Element
	• Relationship to Subscriber  - Relationship of a person to the primary insured person in an insurance plan.
https://www.healthit.gov/isa/taxonomy/term/3581/draft-uscdi-v3
	HL7 suggests clarification that the Relationship to Subscriber element indicates the relationship of the insured person to the subscriber to an insurance plan. HL7 further notes that the person covered in the subscriber’s health benefit plan may be references as ‘dependent’ and refer to relationship (spouse, child, other). The USCDI element requires an assigned value set to align with existing value sets in HL7 and other SDOs such as X12.


	NEW Data Element
	• Member Identifier  - Identifies an individual covered by the benefits offered by an employer or healthcare insurer.
https://www.healthit.gov/isa/taxonomy/term/2751/draft-uscdi-v3
	HL7 offers a further clarification in relation to the Member Identifier data element, that the covered party is identified in the context of the insurance, that is it is an insurer assigned member ID and not an externally assigned ID, such as MRN or Passport, used to identify a person.


	NEW Data Element
	• Subscriber Identifier - The identifier assigned to the individual that selects benefits offered by an employer or healthcare insurer.
https://www.healthit.gov/isa/taxonomy/term/2341/draft-uscdi-v3
	· HL7 recommends that the Subscriber Identifier data element definition should be an identifier assigned to an individual or entity that selects benefits offered by an entity, such as an employer, government, or insurance company.


	NEW Data Element
	• Group Number  - The identifier associated with a specific health insurance plan typically provided thorough an employer.
https://www.healthit.gov/isa/taxonomy/term/2361/draft-uscdi-v3
	HL7 recommends that the Group Number data element definition should be an identifier associated with a set of individuals that have coverage under a specific insurance or policy. Note, one or more groups may be tied to a specific insurance or policy provided thorough an employer.


	NEW Data Element
	• Payer Identifier - The identifier defining a payer entity.
https://www.healthit.gov/isa/taxonomy/term/2346/draft-uscdi-v3
	HL7 notes that the Payer Identifier should be unique and discoverable. The NAIC identifier is an example of one that could be used in this way.

· HL7 notes that Payer IDs are used differently by vendors and are then crosswalked to the Health Insurance Payer ID. It must be assured therefore that there is a true Payer/Plan ID or NAIC IDs and as stated above, these are discoverable.
HL7 also notes clarity is needed whether this is for the Insurer or the Third Party administrator and whether Health Insurance endpoints (HL7 FHIR endpoints) are being examined.
· 
· HL7 recommends that the Payer Identifier data element definition should be:
· The identifier associated with the Public or private party, which offers and/or administers health insurance plan(s) or coverage and/or pays claims directly or indirectly.  (AKA: Payer, Insurance Company, Third-party Administrator)
Examples include:
· Insurance Company
· Health Maintenance Organization
· Medicare/Medicaid
· Third-party Administrator


	
	
	· 

	Question 1.b

NEW Data Class 

	· NEW Data Class and Elements 

Health Status  - Health-related matter of interest, importance, or worry to a patient, patient’s family, or patient’s healthcare provider.

https://www.healthit.gov/isa/uscdi-data-class/health-status#draft-uscdi-v3

	· Based on ONC IS-WG-2022-Phase 1_ Recommendation 01 proposal to change the Health Status Data Class and rename it to "Health Status/Assessment" data class, HL7 recommends that ONC consider moving the Social Determinants of Health (SDOH) Assessment data element from the Assessment and Plan of Treatment data class to the updated "Health Status/Assessment" data class.

If this is not achieved, and SDOH Assessment data element remains in the Assessment and Plan of Treatment data class, HL7 is requesting an update the Assessment and Plan of Treatment data class description as follows:
"Represents the collection and evaluation of health information about a person, as well as working assumptions and conclusions of the health professional that will guide treatment of the patient."


	           NEW Data 
              Element
	• Functional Status - Represents assessments of a patient’s capabilities, or their risks of development or worsening of a condition or problem (e.g., Morse Scale - falls, Bradon Scale - pressure ulcer, VR-12 Health Survey, CAGE – alcohol use disorder).
https://www.healthit.gov/isa/taxonomy/term/3241/draft-uscdi-v3

	· HL7 believes the Functional Status data element is significantly insufficiently specified to enable consistent capture and exchange. Further, the US Core Observation Survey profile arguably already meets this goal and therefore, an additional data element in USCDI is unnecessary. Reference: http://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-observation-survey.html
·  
· HL7 notes the recommended value sets for exchange need to be further specified beyond LOINC.
· 

	NEW Data Element
	• Disability Status - Represents assessments of an individual's physical, cognitive, intellectual, or psychiatric disabilities (e.g., vision, hearing, memory, activities of daily living).
https://www.healthit.gov/isa/taxonomy/term/3276/draft-uscdi-v3
	· HL7 believes the Disability Status data element is significantly insufficiently specified to enable consistent capture and exchange. Further, the US Core Observation Survey profile arguably already meets this goal and therefore, an additional data element in USCDI is unnecessary. Reference: http://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-observation-survey.html
 
HL7 notes the recommended value sets for exchange need to be further specified beyond LOINC.
· 

	NEW Data Element
	• Mental Function - Represents observations related to a patient's current level of cognitive functioning, including alertness, orientation, comprehension, concentration, and immediate memory for simple commands.
https://www.healthit.gov/isa/taxonomy/term/1616/draft-uscdi-v3
	· HL7 believes the Mental Function data element is significantly insufficiently specified to enable consistent capture and exchange. Further, the US Core Observation Survey profile arguably already meets this goal and therefore, an additional data element in USCDI is unnecessary. Reference: http://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-observation-survey.html
·  
HL7 notes the recommended value sets for exchange need to be further specified beyond LOINC.
· 

	NEW Data Element
	• Pregnancy Status - Indicator that a patient is currently pregnant, not pregnant, or that their pregnancy status is unknown currently, as it relates to potential risks and exposures.
https://www.healthit.gov/isa/taxonomy/term/1651/draft-uscdi-v3
	· No comment

	NEW Data Element
	• Smoking Status - Indicator Representing a patient’s smoking behaviors.
https://www.healthit.gov/isa/taxonomy/term/811/draft-uscdi-v3
	HL7 recommends that further specification about how this item is different from the existing US Core Smoking Status Observation Profile be addressed.
· Reference: http://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-smokingstatus.html
·  
· HL7 recommends SNOMED for use with the new Smoking Status data element.
· 

	
	
	· 

	Question 2.a

Existing Data Class with NEW Data Elements

	Laboratory 

	Regarding laboratory issues in USCDI v3, HL7 supports following recommendations from the Health IT Advisory Committee and its Interoperability Standards Workgroup: https://www.healthit.gov/hitac/events/health-it-advisory-committee-44 
Laboratory recommendations (p.11)  https://www.healthit.gov/sites/default/files/facas/2022-04-13_IS_WG_Phase_1_Recommendations_Report_revised.pdf
· IS-WG-2022-Phase 1_ Recommendation 23 – Recommend that ONC include in USCDI v3 the following additional Level 2 Laboratory data elements that are already included in CLIA and mapped to existing certification requirements for FHIR, C-CDA and ELR specifications.
Unit of Measure
· Laboratory results: Date and time stamps
· Laboratory Test Performed Date
· Specimen Source Site
· Test Kit Unique Identifier
· It should be specified that these data elements are required to be sent if present/available and that their inclusion in USCDI does not imply a requirement of collection.
Laboratory recommendations (p.12)  https://www.healthit.gov/sites/default/files/facas/2022-04-13_IS_WG_Phase_1_Recommendations_Report_revised.pdf
· The Interoperability Standards Workgroup requests that ONC charge the Workgroup with further exploration of and development of recommendations regarding the data models necessary to support the interoperability of discrete laboratory test results and include additional applicable data elements in the future.
· The Interoperability Standards Workgroup encourages ONC to work with stakeholders to advance the Laboratory Reference Range and Interpretation (Level 1) data elements, which are required by CLIA and already referenced by existing Health IT certification criteria so that they can be included in a future version of USCDI.

	NEW Data Element
	• Specimen Type - Type of specimen (e.g., nasopharyngeal swab, whole blood, serum, urine, wound swab) on which a lab test is performed.
https://www.healthit.gov/isa/taxonomy/term/2491/draft-uscdi-v3
	· No comment
· 

	NEW Data Element
	• Result Status - Representing the stage of completeness of a result of a laboratory test.
https://www.healthit.gov/isa/taxonomy/term/2441/draft-uscdi-v3
	· HL7 notes the opportunity to explore improvement areas across vocabularies and values sets to ensure completeness. HL7 recommends that in regards to harmonization, ONC should examine multiple vocabulary, standard data or value sets to review and assure all are accounted for and included (i.e RX norm etc.)  
· 
· HL7 recommends that ONC consult with the National Library of Medicine on harmonization of vocabularies and where UMLS could be leveraged to bridge different vocabularies.
· 

	
	
	· 

	Question 2.b

Existing Data Class with NEW Data Elements

	· Existing Data Class with NEW Data Elements

Patient Demographics

	No comment

	NEW Data Element
	• Date of Death
https://www.healthit.gov/isa/taxonomy/term/2726/draft-uscdi-v3
	· No comment
· 

	NEW Data Element
	• Tribal Affiliation 

https://www.healthit.gov/isa/taxonomy/term/3691/draft-uscdi-v3
	· The US Core detailed race extension (extension:detailed) uses a CDC Race and ethnicity value set that includes all US Native American Tribes. HL7 seeks clarification if the inclusion of this item in USCDI is an indication that the HL7 TribalEntityUS value set is considered a definitive list of tribal entities and if a new degree of race or ethnicity identification should be required to specify tribal affiliation and with a new value set specific to the item.
· 

	NEW Data Element
	• Related Person’s Name = The name of a person involved in the care of a patient, but who is not the target of that care.
https://www.healthit.gov/isa/taxonomy/term/2696/draft-uscdi-v3
	· No comment
· 
· 

	NEW Data Element
	• Related Person’s Relationship = Represents the relationship between a patient and a person involved in the care of a patient (e.g., parent, next-of-kin, guardian, custodian).
https://www.healthit.gov/isa/taxonomy/term/2671/draft-uscdi-v3
	· No comment
· 

	NEW Data Element
	• Occupation = A self-reported term for the type of work done by a person. For a military position, this is the primary occupational specialty.
https://www.healthit.gov/isa/taxonomy/term/3381/draft-uscdi-v3
	· HL7 notes that HL7 publication Occupational Data for Health (http://hl7.org/fhir/us/odh/STU1.1/) can be used in Occupational data element information collection and analysis. 

	NEW Data Element
	• Occupation Industry - A self-reported term for the primary business activity of an entity for which a person works, including volunteer work. For a military position, this is the self-reported branch of service.
https://www.healthit.gov/isa/taxonomy/term/3376/draft-uscdi-v3
	· HL7 notes that HL7 publication Occupational Data for Health (http://hl7.org/fhir/us/odh/STU1.1/) can be used in Occupational Industry data element information collection and analysis. 

	
	
	· 

	Question 2.c

Existing Data Class with NEW Data Elements

	· Existing Data Class with NEW Data Elements

Procedures 

	· 

	NEW Data Element
	• Reason for Referral - An explanation or justification for why this service is being requested or was provided.
https://www.healthit.gov/isa/taxonomy/term/2631/draft-uscdi-v3

	· No comment
·  
· 

	Question 3.a
Feedback on Specific Data Elements

	· Feedback on Specific Data Elements
Sex (Assigned at Birth)

Birth sex must be coded in accordance with HL7 Version 3 (V3) Standard, Value Sets for AdministrativeGender and NullFlavor attributed as follows:
· Female. F
· Male. M
· Unknown. nullFlavor UNK
Adopted at 45 CFR 170.207(n) 

ONC seeks input on the USCDI concept of Sex Assigned at Birth, its associated vocabulary standards (value set), and specifically whether the term itself and its value set should align with Gender Harmony’s definition for Recorded Sex or Gender.

	No comment

	Question 3.b

Feedback on Specific Data Elements

	· Feedback on Specific Data Elements

Gender Identity
Gender Identify must be coded in accordance with SNOMED CT® and HL7 Version 3 Standard, Value Sets for AdministrativeGender and NullFlavor, attributed as follows:
· Male. 446151000124109
· Female. 446141000124107
· Female-to-Male (FTM)/Transgender Male/Trans Man. 407377005
· Male-to-Female (MTF)/Transgender Female/Trans Woman. 407376001
· Genderqueer, neither exclusively male nor female. 446131000124102
· Additional gender category or other, please specify. nullFlavor OTH
· Choose not to disclose. nullFlavor ASKU
Adopted at 45 CFR 170.207(o)(2)

Gender Harmony proposed a value set to represent Gender Identity that differs from the value set adopted by ONC for the Demographics certification criterion and USCDI v2. For example, Gender Harmony does not include terms for transgender male and transgender female. ONC requests feedback on the most appropriate value set to represent Gender Identity for USCDI v3.

	No additional comment beyond that already provided by the HL7 Gender Harmony project on this element.

	Question 3.c

Feedback on Specific Data Elements

	· Feedback on Specific Data Elements

Patient Address (Current and Previous)
Includes street name, number, city/town, state, and zip code

ONC seeks feedback on whether this specification should be the required standard for Current and Previous Address in USCDI v3 or a future USCDI version.

	· No comment
 

	Question 4
	Are there any improvements needed in the data classes or elements included in Draft USCDI v3, including: a. Appropriate and meaningful data class and element names and definitions? 6 b. Representative examples or value sets used by health IT developers and implementers to fully understand the intent of the data element?
	· No comment
 

	Question 5
	· Should other data elements classified as Level 2 be added to USCDI v3 instead, or in addition to those included in Draft USCDI v3? If so, why?

	HL7 recommends advancing Unique Identifier(s) for a Patient’s Implantable Device (UDI) from Level 2. https://www.healthit.gov/isa/uscdi-data-class/unique-device-identifiers-a-patients-implantable-devices#level-2


HL7 recommends advancing Advanced Directives from Level 1.
https://www.healthit.gov/isa/uscdi-data-class/advance-directives#level-1. 

HL7 notes that the Advance Directive Interoperability (ADI) on FHIR Implementation Guide is now a balloted STU (reconciliation in process).  More information is at: https://build.fhir.org/ig/HL7/pacio-adi/index.html
Attribution of information created or supplied by an individual, as a patient or other role, is not reflected within the Provenance data class in the latest USCDI draft version 3 consisting of the following two (2) data elements: Author Time Stamp and Author Organization. HL7 recommends at minimum the Author data element classified as Level 2 be added to USCDI v3. 

USCDI v3 Provenance is not fully inclusive of information created outside an organization (or changes to information such as updates). To better understand the origin and changes to data that can occur with or without exchange, and improve Provenance with context that identifies the type of actor or system creating or updating data, HL7 recommends two additional data elements: 
1. Author Role to clarify the type of actor, such as patient, especially where information is contributed by individuals. Author should also accommodate device-generated data such as wearables. 
2. Updates to understand whether data has changed either from the point of creation or in exchange.


	Question 6
	· Are there significant barriers to development, implementation, or use of any of the Draft USCDI v3 data elements that would warrant not including them in USCDI v3?

	· No comment
 

	Additional Comments and Recommendations
	· Other…


	Noting the criticality of proactive coordination, HL7 recommends USCDI adoption should be well aligned to published, updated implementation guides.  This will benefit industry use of updated USCDI versions as ONC advances certified health IT products.  

HL7 recommends that the new “Health Insurance Information” data class, needs clarification on data elements (ex: Coverage Type, Payer ID).
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