Comment Item:  2015 Interoperability Advisory: The best available standards and implementation specifications
Comments submitted by Quest Diagnostics

	Page
	Comment

	4
	Text:
While the standards and implementation specifications included in an advisory may also be adopted in regulation (already or in the future), required as part of a testing and certification program, or included as procurement conditions, the advisory is non-binding and serves to provide clarity, consistency, and predictability for the public regarding ONC’s assessment of the best available standards and implementation specifications for a given interoperability purpose. It is also plausible, intended, and expected for advisories to be “ahead” of where a regulatory requirement may be, in which case a standard or implementation specification’s reference in an advisory may serve as the basis for industry or government action.

Comment:
Quest Diagnostics supports this approach; it may provide more responsiveness to HIT interoperability challenges, and may receive broader feedback/inclusion than a Request for Comment approach.  

	4
	Text:
When one standard or implementation specification is listed as the “best available,” it reflects ONC’s initial assessment and prioritization of that standard or implementation specification for a given interoperability purpose. When more than one standard or implementation specification is listed as the best available, it is intended to prompt industry dialogue as to whether one standard or implementation specification is necessary or if the industry and efficiently interoperate more than one.

Comment:
Quest Diagnostics supports identifying a single standard as much as possible; otherwise you must be prepared to support multiples.  When there are "administrative" vs. "clinical" concepts, please clearly label and further associate with applicable use cases. For example, "Encounter Diagnosis" indicates SNOMED and ICD.  However ICD is widely used in administrative functions (claims, ADT) while SNOMED or ICD is used in clinical settings.  As an additional example, ICD is still being used in pathology reports.

	4
	Text:
· A “normative” or “draft standard for trial use (DSTU)” (or equivalently labeled) standard or implementation specification is published and in use by a significant number of stakeholders for a given purpose;

Comment:
In the 3rd bullet in this section, suggest providing a more quantitative definition for the meaning of "significant" in this context.

	6



12
	Text:
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5-7 [Section I] Should more traditionally considered “administrative” standards (e.g., ICD-10) be removed from this list because of its focus on clinical health information interoperability purposes? 

Comment:
SNOMED-CT may be used for patient Problem list, which is a clinical function, but is not typically used in the US Realm for administrative diagnosis; we suggest it be removed from Encounter Diagnosis.  
ICD should not be removed because it is used in other mandated implementation guides, such as the 
[R] 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 
ICD may also be used in pathology reporting.

Please clarify if SNOMED-CD is intended to be aligned with Ethnicity or Encounter Diagnosis.
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	Text:
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5-6 [Section I] Should more detailed value sets for race and ethnicity be identified as a standard or implementation specification? 


Comment:
Some elements, such as "ethnicity" have both administrative and clinical usage.  For example, "ethnicity" may be collected and used for administrative purposes, but "ethnicity" may also have clinical significance for some laboratory tests results and should be carefully defined because the OMB definition is not adequate for clinical purposes.   When clinically significant, the patient's "ethnicity" is managed using an "Ask on Order Entry" question (AOE).  This process is defined in the eDOS Implementation Guide developed through the ONC Standards & Interoperability Framework, and is designed work in conjunction with the LOI Implementation Guide, also developed through the ONC S&I Framework.  

We recommend adopting the additional, more specific race and ethnicity values found in the CDCREC document. (http://www.cdc.gov/nchs/data/dvs/Race_Ethnicity_CodeSet.pdf).
The CDC Race and Ethnicity V1.0 terminology has also been recommended by the S&I Framework LRI Vocabulary Work Group.
This extended vocabulary is referenced in the eDOS Implementation Guide for use with Ask on Order Entry (AOE) questions when race or ethnicity is clinically significant for the laboratory test result.
Please clarify if SNOMED-CT is intended to be aligned with Ethnicity or Encounter Diagnosis; we don't believe SNOMED should be used for Ethnicity.

	7
	Text:
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Comment:
What is the difference between Gender Identity and Sex?  There should be clarification/distinction regarding the intended context of these two designations.  In general, Implementation Guide specification discussions through the S&I Framework initiatives have not referred to SNOMED CT as the source of truth for gender-related vocabulary, and doing so in this document might only serve to create unnecessary confusion.
 
Some elements, such as "sex", have both administrative and clinical definitions.  For example, HL7 has the concept of "Administrative Sex" – used for administrative purposes such as billing/claims, inpatient bed assignments, etc., but it also has the concept of (clinical) gender, used for clinical purposes.  These distinctions need to be clear in the Interoperability Standards Advisory.  

If this is "clinical gender" please label as such; please standardize the terms used to label the various terminologies.
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	Text:
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Comment:
Please clarify if "Lab tests" is for reporting or ordering; the LOINC code is not always the same for the test and result.  LOINC codes used for orders should be referenced as Universal Laboratory Order Codes per the LOINC website:  http://loinc.org/usage/orders. Considering that the S&I Framework a LOINC Order Codes report is incomplete at this time, it is premature to require this coding system as the only vocabulary. Also, when new tests are introduced, there is a considerable lag time before a LOINC code is available from Regenstrief, requiring laboratories to use local codes.
We support the following recommendations from the March 9, 2015 draft report of the aLOINC[footnoteRef:1] Order Code S&I Framework Initiative Report (page 5). [1:  aLOINC refers to agreed upon LOINC code] 

· ONC should encourage moving toward the use of LOINC® codes, but allow for both a LOINC® and local code, or just a local code, to be included in the order and result message.  
· ONC should ensure that Regenstrief has sufficient resources to provide a timely response to the anticipated increased demand for new LOINC® codes.
· ONC should consider asking Regenstrief to convene a panel of experts to determine the best way to code Anatomic Pathology orders and results.

	7
	Text:
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Comment:
Issues with UCUM in the laboratory domain remain unresolved.  We recommend ONC convene a UCUM summit to resolve all issues identified by the ONC Charge for Laboratory Work Tiger Team in the document Recommendation for UCUM as Standard Vocabulary for Units of Measure; Issues for Consideration by Regenstrief; these recommendations include creating a US Realm Extension. 
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	Text:
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Comment:

Quest Diagnostics supports identifying a single standard as much as possible; since ISO 639-2 is [R], suggest the other ISO representations be removed. 

	
	Text:
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Comment:
In the Scope section on page 2, it specifically states "The advisory does not include within its scope administrative/payment oriented interoperability purposes or administrative transaction requirements that are governed by HIPAA and administered by the Centers for Medicare & Medicaid Services (CMS)."  CPT-4 codes are used for (administrative) billing purposes, so are out of scope for this document and should be removed from the "best available" designation for the Procedures (medical) Standard.

	7
	Text:
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Comment:
Some elements, such as "race", have both administrative and clinical usage.  For example, "race" may be collected and used for administrative purposes, but may also have clinical significance for some laboratory tests results and should be carefully defined.   When clinically significant, the patient's "race" is managed using an "Ask on Order Entry" question (AOE).  This process is defined in the eDOS Implementation Guide developed through the ONC Standards & Interoperability Framework, and is designed work in conjunction with the LOI Implementation Guide, also developed through the ONC S&I Framework.  
CDC has expanded OMB's list of terminology used for race and are referenced in the eDOS IG:  "More specific race values are available, but not limited to, those found in the CDCREC document if needed for AOE. (http://www.cdc.gov/nchs/data/dvs/Race_Ethnicity_CodeSet.pdf)."  

For example, Glomerular Filtration Rate, Estimated (eGFR) results reference ranges vary based on race.
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	Text:
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Comment:

We suggest you re-label as "Administrative Sex" to standardize your terminologies; this could be handled as a mapping of term names, e.g. HL7 V2 "Administrative Sex" maps to HL7 V3 "Administrative Gender".

Some data elements, such as "sex", have both administrative and clinical usage.  For example, HL7 V2 has the concept of "Administrative Sex" – used for administrative purposes such as billing/claims, inpatient bed assignments, etc., but it also has the concept of (clinical) gender, used for clinical purposes.  These distinctions need to be clear in the Interoperability Standards Advisory.

We suggest using HL7 V2 "Administrative Sex" values; this concept is used in [R] HL7 Version 2.5.1 Implementation Guide: S&I Framework Lab Results Interface, Release 1—US Realm Draft Standard for Trial Use, July 2012 as well as the LOI and eDOS Implementation Guides.  Please harmonize requirements so they are not in conflict with currently mandated Standards/Implementation Guides.  We too wish to avoid "sunk costs" by re-developing terminology standards.

At minimum, provide mappings between required vocabularies for national use and provide instructions for handling unmapped concepts between HL7 versions.  These mappings could be published via the Value Set Authority Center (VSAC) https://vsac.nlm.nih.gov/  
Example Mapping for V2 Administrative Sex/V3 Administrative Gender below; note this example also includes V3 NullFlavor value for Unknown
	HL7 V2.5.1 (used in S&I Lab IGs)
	HL7 V3

	F-Female (HL7 Table 0001)
	F-Female (AdministrativeGender)

	M-Male (HL7 Table 0001)
	M-Male (AdministrativeGender)

	A-Ambiguous (HL7 Table 0001)
	UN-Undifferentiated (AdministrativeGender)

	N-Not Applicable (HL7 Table 0001)
	?

	O-Other (HL7 Table 0001)
	?

	U-Unknown (HL7 Table 0001)
	UNK (NullFlavor)



Note:  HL7 V3 Value Set definition for "Undifferentiated" is "The gender of a person could not be uniquely defined as male or female, such as hermaphrodite."  This is not clinically equivalent to "Unknown".
[image: ]

HL7 V2.5.1 Administrative Sex
[image: ]


The table below is from the HL7 September 2014 LRI/LOI ballot Value Set (HL7 V2.5.1 values).  NIST requires each value set, in the context of each "Location Cited" be defined as "P-Permitted, R-Required, or E-Excluded".  The Patient Identifier Segment (PID) field 8 (PID-8) uses the HL7 V2.5.1 "Administrative Sex" values.  This level of detail definition is extremely time consuming, and thus represents enormous "sunk costs" if replaced by different vocabularies in the Interoperability Standards Advisory.
[image: ]

	8
	Text:
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Comment:
Please clarify, this URL leads to FHIR website; where is the "Data element" list; how will this be reconciled with the "Common Clinical Data Set" in the ONC Roadmap?

	8
	Text:
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Comment:

Quest Diagnostics suggests additionally naming the later version of this guide that defines additional constraints designed to work with the other S&I Framework Laboratory Implementation Guides:  HL7 Version 2.5.1 IG: Electronic Lab Reporting to Public Health, DSTU R2 - US Realm, published November 2013.
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	Text:
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5-14 [Section II] Several laboratory related standards for results, ordering, and electronic directory of services (eDOS) are presently being updated within HL7 processes. Should they be considered the best available for next year’s 2016 Advisory once finalized? 

Comment:
In addition to the LRI IG, Quest Diagnostics strongly recommends including the LOI and eDOS Implementation Guides in the 2016 Advisory. These implementation guides are designed to work collaboratively, and provide cohesive standardization for the laboratory/EHR/provider work flow. 

Additionally, we suggest you list the base standard, "[R] HL7 V2.5.1" in the "Standard(s)" column and move the Implementation Guide "[R] 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" to the "Implementation Specification(s)" column.  This is consistent with other entries, for example:
[image: ]
 [image: ]
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5-14 [Section II] Several laboratory related standards for results, ordering, and electronic directory of services (eDOS) are presently being updated within HL7 processes. Should they be considered the best available for next year’s 2016 Advisory once finalized? 

Comment:
In addition to the LRI IG, Quest Diagnostics strongly recommends including the LOI and eDOS Implementation Guides in the 2016 Advisory. These implementation guides are designed to work collaboratively, and provide cohesive standardization for the laboratory/EHR/provider work flow.
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5-14 [Section II] Several laboratory related standards for results, ordering, and electronic directory of services (eDOS) are presently being updated within HL7 processes. Should they be considered the best available for next year’s 2016 Advisory once finalized? 

Comment:
In addition to the LRI IG, Quest Diagnostics strongly recommends including the LOI and eDOS Implementation Guides in the 2016 Advisory. These implementation guides are designed to work collaboratively, and provide cohesive standardization for the laboratory/EHR/provider work flow.
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	Text:
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5-8 [Section I] Should “Food allergies” be included as a purpose in this document or is there another approach for allergies that should be represented instead? Are there standards that can be called “best available” for this purpose? 

Comment:
There are several lists cited in various professional publications.[footnoteRef:2] However, we are not aware of a single concise list with ongoing management and IP distribution agreements.  We believe food allergy should be free-form text at this time, or an agreed coding system between trading partners if/when defined. [2:  For example:  Food allergy:  a practice parameter published by The American Academy of Allergy, Asthma and Immunology and the American College of Allergy, Asthma and Immunology;  Guidelines for the Diagnosis and Management of Food Allergy in the United States: Report of the NIAID-Sponsored Expert Panel published by the Journal of Allergy and Clinical Immunology.
] 
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5-11 [Section I] Public health stakeholders have noted the utility of NDC codes for inventory management as well as public health reporting when such information is known/recorded during the administration of a vaccine. Should vaccines administered be listed as a separate purpose with NDC as the code set? 

Comment: 
We support the use of NDC codes for this usage.
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	Text:
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5-12[Section I] Is there a best available standard to represent industry and occupation that should be considered for inclusion in the 2016 Advisory? 

Comment:  
The ONC S&I Framework Laboratory Vocabulary Work Group previously considered two options, and felt the following were viable candidates with no preference given to either:  
· US Census 2010 Industry/Occupation codes:  http://www.census.gov/people/io/methodology/indexes.html 
· National Institute for Occupational Safety and Health  (NIOSH) list, which includes an  Industry and Occupation Computerized Coding System (NIOCCS), available on the CDC website:  http://www.cdc.gov/niosh/topics/coding/overview.html#intro[footnoteRef:3]   [3:  The NIOSH Industry and Occupation Computerized Coding System (NIOCCS) is a web-based software tool designed to translate industry and occupation (I&O) text to standardized I&O codes. It is used by occupational researchers, federal government agencies, state health departments and other organizations that collect and/or evaluate information using I&O. Its purpose is to provide a tool that reduces the high cost of manually coding I&O information while simultaneously improving uniformity of the codes.] 


	12
	Text:
5-13 [Section I] If a preferred or specific value set exists for a specific purpose and the standard adopted for that purpose, should it be listed in the “implementation specification” column or should a new column be added for value sets? 

Comment:
Quest Diagnostics suggests adding a new column.  In some cases, such as with the harmonized Lab Implementation Guides, there are approximately 75 different "value sets" currently defined in multiple spreadsheets.

	12
	Text:
5-18 [Section IV] Should specific HL7 message types be listed? Or would they be applicable to other purposes as well? If so, which ones and why? 

Comment:
It is preferable to list HL7 messages in the context of the implementation guide that includes use cases, and additional message detail and constraints.  For example, the suite of Laboratory Implementation Guides are resolving long standing interoperability issues with this level of detail.    
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