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Submit Comments:  https://www.healthit.gov/isa/united-states-core-data-interoperability-uscdi Scroll down to Log in or register to post comments


The following comments are submitted by Quest Diagnostics:
Thank you for the opportunity to comment on the USCDI.  Please note the comments below are categorized in sections corresponding to the ‘tab’ where they occur in the USCDI, e.g., “Level 2”, “Level 1”, or “Comment”.
General comments:
· There must be a method to associate USCDI Data Classes and Data Element with the applicable domain.  For example, a neurosurgeon’s EHR system should not be required to support Ophthalmic Data. A laboratory should not be expected to support data classes/elements that are not pertinent to determining the patient’s laboratory result(s). Systems must not be required to support, e.g., store and forward, data that is not applicable to providing patient care in their domain of medical practice; this is burdensome. This approach might be accomplished by defining care settings and associating data classes/elements with pertinent care setting.  For example, all care settings must support Patient Demographics, but some Patient Demographic data elements may be specific to a care setting. Another approach is to align to existing ONC categories (EH (eligible hospital), CAH (critical access hospital), EC (eligible clinician) and/or correlated to level of care such as Inpatient, Outpatient, Ambulatory, etc.
· It is preferable to cite a single interoperability standard in order to achieve maximum interoperability.  Multiple data elements list multiple “Applicable Standards” and “Additional Specifications”.  If you permit multiple “Applicable Standards” and “Additional Specifications” with the goal to achieve interoperability for all systems, to achieve interoperability with minimal burden to industry, we strongly suggest you provide a mapping between all selected applicable standards and additional specifications, in a central, “one stop shop” (such as the Value Set Authority Center [VSAC]) that is available to all.
· Please revise the print function so the Data Element title and definition are printed.  For example, in the Observation section in the Comment Category, the printed document does not match the online content, it is missing the Data Element name and definition.
· For each instance of SNOMED or LOINC reference, please add direct hyperlink to each SNOMED or LOINC codes.
· Please spell out the first iteration of all acronyms.
· Please add HL7 Trademarks as specified in the Guide to Using HL7 Trademarks   


ONC USCDI Level 2
In addition to “Comment” and “Level 1” criteria, Level 2 data elements demonstrate extensive existing use in systems and exchange between systems, and use cases that show significant value to current and potential users. These data elements would clearly improve nationwide interoperability. Any burdens or challenges would be reasonable to overcome relative to the overall impact of the data elements

Facility Level Data
	Data Element:
Facility Identifier

	QD Comment:
For labs this should be the CLIA assigned identifier



Laboratory
	Data Element:
Laboratory Result Value

	QD Comment:
The definition is sufficient to clarify the data element: “Documented findings of the analysis of a tested specimen. Includes both structured and unstructured (narrative) components.  

Since this is in the Laboratory Data Class, it’s not necessary to repeat ‘Laboratory’ in the title of each data element, it would be redundant as presented here.

Some laboratory results are reported using the FHIR DiagnosticReport resource, which is a collection of observation resources.

We suggest that ONC provide mapping for HL7 FHIR Observation Status and HL7 V2 HL7 table 0085 - Observation result status codes interpretation 



	Data Element:
Laboratory results: date and timestamps

	QD Comment:
“LOINC codes for labs—date and timestamps collected in standard format”

Timestamps already include the date. 
Suggest inserting “HL7” before format, e.g., timestamps collected in standard “HL7 formats” (V2, CDA, FHIR)



	Data Element:
Laboratory Test Performed Date

	QD Comment:
The Test Result Date could be different than the Date (specimen) Collected or Test Performed Date or Test Release Date or Test Reported Date.  Please clarify by adding a definition to avoid ambiguity.



	Data Element:
Laboratory Test/Panel Code

	QD Comment:
In the Applicable Standard(s) section, suggest adding LOINC Top 2000+ Lab Observations

Note: Some laboratory results are reported using the FHIR DiagnosticReport resource, which is a collection of observation resources.


Medications
	Data Element:
N/A

	QD Comment:
Medication(s) may be captured as ask at order entry (AOE) question “observation(s)” accompanying an order for laboratory test, because they might impact the interpretation of results. 

For specialized hormone treatment protocols, AOEs are not typically used, but the medication information is helpful if reported to the laboratory since it may impact the patient’s laboratory result value, and the interpretation of the result.


Observations
	Data Element:
Observation Code

	QD Comment:
We disagree with the Rationale assertion that the Observations data class should subsume the Laboratory Data Class.  
Research has shown that at least 70% of all medical decisions rely on some sort of laboratory data and laboratories are governed by CLIA in the US.  Other generalized observations are not subject to this type of legal and regulatory governance. There are attributes unique to laboratory observations therefore it should remain separate, so it does not ‘clutter’ a generalized Observation Data Class with lab unique data elements.  These factors present unique requirements for laboratories; therefore ‘Laboratory’ should remain a separate and distinct USCDI data class.

70% footnote reference: 
Research has shown that at least 70% of all medical decisions rely on some sort of laboratory data. https://www.ascp.org/content/careers/learn-about-careers



	Data Element:
Observation Value

	QD Comment:
We disagree with this statement: “If the observation is quantitative, then Observation.value.units SHALL be drawn from UCUM. “

UCUM was removed for laboratories in USCDI V1: “Laboratory Tests, Values/Results – Removed SNOMED CT and UCUM”
It is burdensome to constantly change requirements that have already been through ONC’s comment process. Please avoid changes to requirements that are not backward compatible.

If you modify the requirement, we request you change ‘SHALL’ (mandatory) to ‘SHOULD’ (recommended) for consistency with the Meaningful Use Stage 2 standard:  HL7 VERSION 2.5.1 IMPLEMENTATION GUIDE: S&I FRAMEWORK LAB RESULTS INTERFACE, RELEASE 1 – US REALM [HL7 Version 2.5.1: ORU^R01] DRAFT STANDARD FOR TRIAL USE July 2012


Orders
	Data Element:
Types of orders for medical care/services

	QD Comment:
Please clarify whether this order is applicable to Laboratory orders since you already have “Tests” in the Laboratory data class, dating back to USCDI V1 published in 2020 and already being implemented under the ONC Cures Act Final Rule. If “Tests” is intended to include orders and results, please clarify this in the definition of “Test(s)”. A laboratory test can be a single test, a panel of multiple tests, a profile containing multiple tests/panels, etc.

There are differing interpretations whether Laboratory Data Element “Tests” in the Laboratory Data Class refers to orders for laboratory tests, which may use LOINC order codes, or if it refers to laboratory results.  Please clarify.


Patient Demographics
	Data Element:
Medicare Patient Identifier

	QD Comment:
Typically, identifiers have associated ‘types’ so you don’t need to define each identifier separately


Social History
	Data Element:
Alcohol Use

	QD Comment:
Please clarify all acronyms not spelled out, such as NIAAA.

Please add direct hyperlink to each LOINC codes.



	Data Element:
Alcohol Use

	QD Comment:
Appears to be duplicate, please delete or merge with prior entry



	Data Element:
Drug Use

	QD Comment:
Please provide direct hyperlink to SNOMED codes



	Data Element:
Refugee Status

	QD Comment:
Please provide direct hyperlink to LOINC code, i.e.,
93027-1 Are you a refugee
https://loinc.org/93027-1/



	Data Element:
Sexual Activity

	QD Comment:
Please provide direct hyperlink to SNOMED and LOINC codes



	Data Element:
Social History Observation

	QD Comment:
We request that ONC collaborate with HL7 to provide mapping between CDA and FHIR standards for Social History Observation concepts.

We suggest that CPT-4 not be selected as coding system since it does involve a fee.  We prefer a LOINC or SNOMED (in that order) solution.


Specimen
	Data Element:
Specimen collection date

	QD Comment:
Consider changing data element name to Specimen collection date/time to match definition:
“Date/time when clinical specimen was collected from subject patient.”

Please add LOINC reference
49049-0 - Collection time of Unspecified Specimen
Display Name: Collection time (Specimen) [Date/time]
https://loinc.org/search/?s=49049-0

Also, instead of PHINVADS as applicable standard, which refers back to LOINC, please provide direct link to LOINC 68963-8 Collection date and time of Specimen
https://loinc.org/search/?t=1&s=68963-8



	Data Element:
Specimen source site

	QD Comment:
The PHINVADS ‘applicable standard’ reference lists 6 different specimen source site options.  Please clarify which you are referring to.  If all 6 provide direct hyperlinks.

The 6 options listed predominately refer to SNOMED codes, why not list the SNOMED codes with direct hyperlinks, or link to SNOMED hierarchy?

Other (OTH) and NullFlavor reference HL7 standard terminology that ONC has previously referenced, suggest use HL7 standard reference.



	Data Element:
Specimen type

	QD Comment:
The PHINVADS ‘applicable standard’ reference lists 15 different specimen type options.  Please clarify which you are referring to.  If all 15 provide direct hyperlinks. If they refer to underlying standards (SNOMED, LOINC, HL7 V2) please add direct hyperlink to those standards, e.g., the HL7 V2 Specimen Type table (HL70487).


Travel Information
	Data Element:
Travel History Location

	QD Comment:
Please add
8691-8 History of Travel 
https://loinc.org/search/?s=8691-8

Referenced in HL7 Version 2.5.1 Implementation Guide: Standards & Interoperability (S&I) Framework Laboratory Test Compendium Framework (eDOS) Ask at Order Entry (AOE), Release 2, STU Release 3.1 - US Realm HL7 Standard for Trial Use, published January 2021.  Also referred to as eDOS (Electronic Directory Of Service)


Vital Signs
	Data Element:
BMI

	QD Comment:
Instead of circuitous reference to NLM and NIH, please provide direct linkage to LOINC codes:

[image: A picture containing application
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LOINC (from submission document) references:
https://vsac.nlm.nih.gov/valueset/expansions?pr=all&rel=Latest&q=2.16.840.1.113883.3.526.3.320
Note: This hyperlink is to LOINC for Bone Scan, not BMI.



	Data Element:
Vital sign results: date and timestamps

	QD Comment:
In addition to this general statement for applicable standards, please provide listing and hyperlinks to applicable LOINC codes.

Alternatively, could the Value Set Authority Center (VSAC) be expanded so VSAC is the   “one stop shop” for all terminology.




ONC USCDI Level 1
In addition to “Comment” level criteria, Level 1 data elements demonstrate limited existing use in electronic systems, limited exchange between systems and more well-defined use cases and value to potential users. There may still be some burdens associated with development and implementation.
Patient Demographics
	Data Element:
Patient Social Security Number

	QD Comment:
Payers were required to remove social security numbers from health cards years ago due to escalating issues with identity theft.  Medicare was slower than commercial payers, but they also removed social security number as an identifier on Medicare cards and replaced them with Medicare Beneficiary Identifiers (MBIs).

Medical identity theft, the fastest growing form of identity theft, occurs when someone's personal information, like their name, Social Security number, or Medicare number, is stolen. In 2018, there were 87,765 cases of medical and insurance-related identity theft, according to the Federal Trade Commission. That represents more than a quarter of all reported identity-theft cases. One 2015 study found the medical identity theft cost the average victim $13,500 to fix.

Our experience is patients may not report social security number due to their personal experience with identity theft, or they may ‘share’ social security or health card identifiers. Some systems have security masking in pace so they may not be capable of sharing the entire social security number.

We do not support adding Patient Social Security Number as a new element.



Work Information
	Data Element:
Multiple proposed Data Elements

	QD Comment:
It is preferable to cite a single interoperability standard in order to achieve maximum interoperability.  Multiple data elements in the Work Information Data Class list multiple “Applicable Standards” and “Additional Specifications”.  If you permit multiple “Applicable Standards” and “Additional Specifications” with the goal to achieve interoperability for all systems, you must provide a mapping between all selected applicable standards and additional specifications, in a central, “one stop shop” available to all.



	Data Element:
Veteran Status

	QD Comment:
We suggest validating proposed Veteran Status definition and terminology with the Department of Defense (DoD) and Department of Veterans Affairs (VA); they may have already defined Military Status terminology, vs. creating new codes.




Comment
A data element designated as "Comment" level is represented by health care standard terminology such as SNOMED CT® or implementation specifications such as HL7® FHIR® 4. It may not have a well-defined use case or value to potential users. There may be significant or unknown burdens associated with development or implementation.
Assessment and Plan of Treatment
	Data Element:
AJCC M Category
AJCC N Category
AJCC Stage Group
AJCC T Category
Cancer Staging (AJCC TNM)

	QD Comment:
All acronyms should be spelled out



Clinical Notes
	Data Element:
Cause of Death Information
Cause of Death Information
Cause of Death Information
Clinical Notes for Newborn
Clinical Notes for Newborn
Expanded list of clinical notes, detailed in Data Element Description
Initial evaluation note
Outpatient Note
Outpatient note
Plan of care note
Pregnancy History
Pregnancy History

	QD Comment:
All duplicative entries need to be reconciled into a single consolidated request, perhaps by the submitters, especially if a single agency submitted duplicative requests, e.g., CDC submitted 2 separate requests for Cause of Death Information.


Observations
	Data Element:
Apgar Score
Estimated Date of Delivery
Gestational Age
Gestational Age at Birth
Last Menstrual Period (LMP)
M3 Results
Medication Administrations Report (Flowsheet)
Number Fetal Deaths This Delivery
Pregnancy Status
Questionnaire
Tumor Behavior
Tumor Clinical Grade
Tumor Histologic Type
Tumor Laterality
Tumor Primary Site

	QD Comment:
This list of ‘Observations’ is not well organized and will be hard to maintain over time. Some of these could be Ask at Order Entry (AOE) questions, some associated with the observation of a patient, specimen, etc.

We suggest ONC define a pattern for different observation types, vs. trying to manage a growing list of observations.

Also please reference prior work sponsored by LOINC and the ONC Standards & Interoperability Framework Initiatives:
· LOINC Top 2000+ Lab Observations
· HL7 Version 2.5.1 Implementation Guide: Standards & Interoperability (S&I) Framework Laboratory Test Compendium Framework (eDOS) Ask at Order Entry (AOE), Release 2, STU Release 3.1 - US Realm HL7 Standard for Trial Use, published January 2021.  Also referred to as eDOS (Electronic Directory Of Service)

In addition, medication(s) should probably be captured as “observation(s)”, because they might impact the interpretation of results. Many patients might have a hormonal treatment that might affect the result value, and the proper range.

Pregnancy Status - please add LOINC codes:
82810-3 Pregnancy Status 
11449-6 Pregnancy status – Reported

Gestational Age - In Applicable Standard(s) and Applicational Specification when you hyperlink to HL7 product briefs, please include the title of the standard and/or specification referenced. For example, the title at the hyperlink (product 494) below is HL7 CDA® R2 Implementation Guide: C-CDA R2.1 Supplemental Templates for Pregnancy Status, Release 1 - US Realm. Please include the referenced document title and not just the hyperlink with product id #.

https://www.hl7.org/implement/standards/product_brief.cfm?product_id=494



Patient Demographics
	Data Element:
Current and Previous Address

	QD Comment:
We believe USPS standards for addressing envelopes (as proposed in Project US@) will be a step backward from formats already in use in healthcare for decades (HL7 V2, HL7 CDA, and more recently HL7 FHIR).  If trading partners already have an established interface using HL7 standards (V2, CDA, or FHIR), they should be exempt from any new formatting requirements. It is a burden and not cost effective to rip and replace functional interfaces.

We don’t support adding previous address. This could also cause a duplicate reporting problem for public health reporting to multiple jurisdictions.



	Data Element:
Income

	QD Comment:
Income is not required for EHRs or laboratories to perform patient care.  We do not support adding Income as a new element.



	Data Element:
Insurance Status

	QD Comment: 
EHR systems do not store insurance status, this is a practice management system process.  The proposed standards (ICD-10, SNOMED CT, and LOINC) are diagnostic or observation data, not insurance status as defined in a practice management system.  We do not support adding this element without further clarification.



	Data Element:
Patient Vital Status

	QD Comment:
Please clarify, we suggest this be retitled to more appropriate term, for example in HL7 V2 standards, this data element is titled “Patient Death Indicator” which is a yes/no question.  In FHIR, the element is “‘deceased” from the Patient resource.
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