
Overview




	#
	Data Element
	Reporting Requirement
	Technical Specifications
	Notes
	Example
	HL7 Field

	
	
	Federal / CDC / HHS
	State / Local PHD
	Ordering Provider / EHR
	
	
	
	

	2
	Test result (performed)





Test result (values)
	Yes
	Yes
	Requested
	[bookmark: _Hlk46176230]Must use harmonized LOINC codes, when available



Qualitative tests:
Must use harmonized SNOMED-CT value set codes 





	Variant identified through sequencing isolate from the original specimen


	LOINC: 96741-4:
SARS-CoV-2 (COVID-19) variant [Type] in Specimen by Sequencing


PLR or hopefully soon SNOMED-CT Values:
PLR4366^SARS-CoV-2 variant B.1.1.7 (501Y.V1)^PLR
PLR4367^ SARS-CoV-2 variant B.1.351 (501Y.V2)^PLR
PLR4368^ SARS-CoV-2 variant P.1 (501Y.V3)^PLR
	OBX-3





OBX-5

	3
	Test result date
	Yes
	Yes
	Requested
	YYYY[MM[DD]]
	Date the test result was obtained 
	Example: 20200716
	OBX-19.1

	7
	Device Identifier
	Yes
	Yes
	Requested
	Must use harmonized Device Identifiers (DI), when available. The DI is contained within the unique device identifier (UDI), created by manufacturer
	Manufacturer requests UDI issuance, then provides DI, or pull from GUDID database

If DI unavailable: Use the Unique Trade Name (controlled under 21 CFR 209.10(b)(1))  
	Example DI: 01234567891011

Example Trade Name:
SARS-CoV-2 Test_Company_MNT^^99ELR
	OBX-17,
OBX-18

	9
	Sequence ID
	Yes
	Requested
	
	NCBI SRA ID or ID assigned by GISAID or an alternative ID for the sequence (example shown is for GISAID)
	Add as an additional observation to the original report
	87396-8^GenBank accession number^LN
orPLT (will be LOINC soon): 
96766-1PLT2393^GISAID sequence accession numberSequence Accession Identifier^PLTLN
PLT2251^NCBI Sequence Read Archive Number [Identifier]^LN


Example: Preferred as CX datatype: EPI ISL 123456/2021-02-02^^^GISAID.DB.STAGPROD 2.16.840.1.113883.3.8589.4.2.64.2&<OID to be provided>&ISO^ACSN	Comment by Merrick, Riki | APHL: Ideally I would like this to be a CX datatype, which includes the assigning authority as well as the identifier type, BUT in all honesty I think most folks cannot yet support that, so could just be a string	Comment by Merrick, Riki | APHL: We will have to expand the valueset for HL70203 in order to use this code – if that is not possible, then maybe this should be SID (for specimen ID, but I don’t think that is quite correct) and even that is not yet in every PHA’s valueset, even though it is in ELR R1 (but not in base v2.5.1)

If needed send as ST: EPI ISL 123456/2021-02-02 
	OBX-3


OBX-5

	19
	Performing facility name; CLIA #
	Yes; if known
	Yes; if known
	
	Alpha; ##D#######
	CLIA Laboratory Search
	Example: 21D1234567
	OBX-23.10

	Acronyms:
AOE: Ask on Order Entry
CDC: Centers for Disease Control and Prevention
CLIA: Clinical Laboratory Improvement Amendments
DI: Device Identifier
EHR: Electronic Health Record
GUDID: Global Unique Device Identification Database
HHS: Department of Health and Human Services
HL7: Health-Level Seven
ICU: Intensive Care Unit
ID: Identifier
LIVD: LOINC In Vitro Diagnostic
LOINC: Logical Observations Identifiers Names and Codes
NPI: National Provider Identifier
NPPES: National Plan and Provider Enumeration System
OBR: Observation Request Segment
OBX: Observation/Result Segment
OMB: Office of Management and Budget
ORC: Common Order Segment
PHD: Public Health Department
PID: Patient Identification Segment
SNOMED-CT: Systematized Nomenclature of Medicine – Clinical Terms
SPM: Specimen Segment
UNK: Unknown






Example messages
#1 Include prior PCR result that resulted in decision to do sequencing, if performed at the same lab (Parent-child linking, if possible)
MSH|…
SFT|…
PID|1|…
ORC|RE||425195^<FillerSystem>^<OID>^ISO|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI|||20201103093552-0500||||||HealthCare|301 Anystreet^^Daytona Beach^FL^32117|^PRN^PH^^^111^1234566|
OBR|1||425195^<FillerSystem>^<OID>^ISO |94500-6^SARS coronavirus 2 RNA [Presence] in Respiratory specimen by NAA with probe detection^LN^^^^2.69|||20201102063552-0500|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI ||||||20201103093827-0500|||F
OBX|1|CWE|94500-6^SARS coronavirus 2 RNA [Presence] in Respiratory specimen by NAA with probe detection^LN^^^^2.69||260373001^Detected^SCT^^^^Vunknown||||||F||||<CLIA>||Abbott RealTime SARS-CoV-2 assay_Abbott Molecular Inc._EUA^^99ELR^^^^Vunknown||20201103093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008
NTE|1|L|Abbott RealTime SARS-CoV-2 assay_Abbott Molecular Inc._EUA|RE^Remark^HL70364^^^^2.5.1
OBX|2|NM|30525-0^Age^LN^^^^2.68||40|a^year^UCUM^^^^Vunknown|||||F||||<CLIA>||||20201103093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008|||||QST
OBX|3|CWE|95419-8^Whether patient has symptoms related to condition of interest^LN^^^^2.69-pre||Y^Yes^HL70136^^^^2.5.1||||||F||||<CLIA>||||20201103093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008|||||QST
OBX|4|CWE|82810-3^Pregnancy status^LN^^^^2.68||60001007^Not Pregnant^SCT^^^^Vunknown||||||F||||<CLIA>||||20201103093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008|||||QST
SPM|1|^MOL20-003999&NEOLINK.STAG&2.16.840.1.113883.3.8589.4.2.29.2&ISO||258529004^Throat swab^SCT^^^^Vunknown|||||||||||||20201102063552-0500|20201103063552-0500
ORC|RE||425197^<FillerSystem>^<OID>^ISO|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI|||20201103093552-0500||||||HealthCare|301 Anystreet^^Daytona Beach^FL^32117|^PRN^PH^^^111^1234566|
OBR|2||425197^<FillerSystem>^<OID>^ISO |96741-4^SARS-CoV-2 (COVID-19) variant [Type] in Specimen by Sequencing^LN^^^^2.69|||20201104093827-0500|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI||||||20201103093827-0500|||F|94500-6&SARS coronavirus 2 RNA [Presence] in Respiratory specimen by NAA with probe detection&LN^^Detected|||^425197&<FillerSystem>&<OID>&ISO 
OBX|1|CWE|96741-4^SARS-CoV-2 (COVID-19) variant [Type] in Specimen by Sequencing^LN^^^^2.69||PLR4366^ SARS-CoV-2 variant B.1.1.7 (501Y.V1)^PLR^^^^1.35||||||F||||<CLIA>||||20201104093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008
OBX|2|CX|96766-1^GISAID sequence accession number^LNPLT2393^GISAID Sequence Accession Identifier^PLT||EPI ISL 250390|2020-11-02^^^ GISAID.DB.STAGPROD 2.16.840.1.113883.3.8589.4.2.64.2GISAID.DB.STAG&<OID to be provided>&ISO^ACSN|||||F||||<CLIA>||||20201104093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008
SPM|1|^MOL20-003999&NEOLINK.STAG&2.16.840.1.113883.3.8589.4.2.29.2&ISO||258529004^Throat swab^SCT^^^^Vunknown|||||||||||||20201102063552-0500|20201103063552-0500

#2 Include prior PCR result that resulted in decision to do sequencing, if performed at the same lab – no parent-child linkage
MSH|…
SFT|…
PID|1|…
ORC|RE||425195^<FillerSystem>^<OID>^ISO|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI|||20201103093552-0500||||||HealthCare|301 Anystreet^^Daytona Beach^FL^32117|^PRN^PH^^^111^1234566|
OBR|1||425195^<FillerSystem>^<OID>^ISO|94500-6^SARS coronavirus 2 RNA [Presence] in Respiratory specimen by NAA with probe detection^LN^^^^2.69|||20201102063552-0500|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI ||||||20201103093827-0500|||F
OBX|1|CWE|94500-6^SARS coronavirus 2 RNA [Presence] in Respiratory specimen by NAA with probe detection^LN^^^^2.69||260373001^Detected^SCT^^^^Vunknown||||||F||||<CLIA>||Abbott RealTime SARS-CoV-2 assay_Abbott Molecular Inc._EUA^^99ELR^^^^Vunknown||20201103093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008
NTE|1|L|Abbott RealTime SARS-CoV-2 assay_Abbott Molecular Inc._EUA|RE^Remark^HL70364^^^^2.5.1
OBX|2|NM|30525-0^Age^LN^^^^2.68||40|a^year^UCUM^^^^Vunknown|||||F||||<CLIA>||||20201103093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008|||||QST
OBX|3|CWE|95419-8^Whether patient has symptoms related to condition of interest^LN^^^^2.69-pre||Y^Yes^HL70136^^^^2.5.1||||||F||||<CLIA>||||20201103093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008|||||QST
OBX|4|CWE|82810-3^Pregnancy status^LN^^^^2.68||60001007^Not Pregnant^SCT^^^^Vunknown||||||F||||<CLIA>||||20201103093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008|||||QST
SPM|1|^MOL20-003999&NEOLINK.STAG&2.16.840.1.113883.3.8589.4.2.29.2&ISO||258529004^Throat swab^SCT^^^^Vunknown|||||||||||||20201102063552-0500|20201103063552-0500
ORC|RE||425197^<FillerSystem>^<OID>^ISO|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI|||20201103093552-0500||||||HealthCare|301 Anystreet^^Daytona Beach^FL^32117|^PRN^PH^^^111^1234566|
OBR|2||425197^<FillerSystem>^<OID>^ISO|96741-4^SARS-CoV-2 (COVID-19) variant [Type] in Specimen by Sequencing^LN^^^^2.69|||20201104093827-0500|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI||||||20201103093827-0500|||F|94500-6&SARS coronavirus 2 RNA [Presence] in Respiratory specimen by NAA with probe detection&LN^^Detected|||^425197&<FillerSystem>&<OID>&ISO 
OBX|1|CWE|96741-4^SARS-CoV-2 (COVID-19) variant [Type] in Specimen by Sequencing^LN^^^^2.69||PLR4366^ SARS-CoV-2 variant B.1.1.7 (501Y.V1)^PLR^^^^1.35||||||F||||<CLIA>||||20201104093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008
OBX|2|CX|96766-1^GISAID sequence accession number^LNPLT2393^GISAID Sequence Accession Identifier^PLT||EPI ISL 250390|2020-11-02^^^ GISAID.DB.STAGPROD 2.16.840.1.113883.3.8589.4.2.64.2GISAID.DB.STAG&<OID to be provided>&ISO^ACSN|||||F||||<CLIA>||||20201104093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008
SPM|1|^MOL20-003999&NEOLINK.STAG&2.16.840.1.113883.3.8589.4.2.29.2&ISO||258529004^Throat swab^SCT^^^^Vunknown|||||||||||||20201102063552-0500|20201103063552-0500

#3 Just the variant identification with reference to the GSAID sequence (sent as a ST datatype, if CX is not possible)
[bookmark: _GoBack]MSH|…
SFT|…
PID|1|…
ORC|RE||425197^<FillerSystem>^<OID>^ISO|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI|||20201103093552-0500||||||HealthCare|301 Anystreet^^Daytona Beach^FL^32117|^PRN^PH^^^111^1234566|
OBR|1||425197^<FillerSystem>^<OID>^ISO|96741-4^SARS-CoV-2 (COVID-19) variant [Type] in Specimen by Sequencing^LN^^^^2.69|||20201104093827-0500|||||||||<NPI>^DoctorLastName^FirstName^^^^^^NPI&2.16.840.1.113883.4.6&ISO^^^^NPI||||||20201103093827-0500|||F
OBX|1|CWE|96741-4^SARS-CoV-2 (COVID-19) variant [Type] in Specimen by Sequencing^LN^^^^2.69||PLR4366^ SARS-CoV-2 variant B.1.1.7 (501Y.V1)^PLR^^^^1.35||||||F||||<CLIA>||||20201104093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008
OBX|2|ST|96766-1^GISAID sequence accession number^LNPLT2393^GISAID Sequence Accession Identifier^PLT||EPI ISL 250390|2020-11-02|||||F||||<CLIA>||||20201104093827-0500||||Testinglab name^L^^^^CLIA&2.16.840.1.113883.4.7&ISO^XX^^^<CLIA>|2110 Any Road^^Carlsbad^CA^92008
SPM|1|^MOL20-003999&NEOLINK.STAG&2.16.840.1.113883.3.8589.4.2.29.2&ISO||258529004^Throat swab^SCT^^^^Vunknown|||||||||||||20201102063552-0500|20201103063552-0500
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  Overview          

#  Data Element  Reporting Requirement  Technical  Specifications  Notes  Example  HL7 Field  

  Federal /  CDC / HHS  State /  Local PHD  Ordering  Provider /  EHR      

2  Test result   (performed)             Test result (values)  Yes  Yes  Requested  Must use  harmonized  LOINC  codes ,  when  available         Qualitative tests:   Must use  harmonized  SNOMED - CT   value  set codes             Variant identified  through sequencing  isolate from the  original specimen      LOINC:   96741 - 4 :   SARS - CoV - 2 (COVID - 19)  variant [Type] in Specimen by  Sequencing       PLR or  hopefully soon  SNOMED - CT Values:   PLR4366^ SARS - CoV - 2 variant   B.1.1.7 (501Y.V1)^PLR   PLR4367^   SARS - CoV - 2 variant   B.1.351 (501Y.V2)^PLR   PLR4368^   SARS - CoV - 2 variant   P.1 (501Y.V3) ^PLR  OBX - 3             OBX - 5  

3  Test result date  Yes  Yes  Requested  YYYY[MM[DD]]  Date the test result  was obtained   Example:  20200716  OBX - 19.1  

7  Device Identifier  Yes  Yes  Requested  Must use  harmonized  Device Identifiers   (DI) , when available .  The DI is   contained  within   the  unique  device identifier  ( UDI ) ,   created by  manufacturer  Manufacturer  requests  UDI issuance , the n   provides DI, or pull  from  GUDID data base     If DI unavailable: Use  the Unique Trade  Name (controlled  under  21 CFR  209.10(b)(1) )    Example DI: 01234567891011     Example Trade Name:   SARS - CoV - 2  Test _Company _MNT ^^99ELR  OBX - 17 ,   OBX - 18  

9  Sequence ID  Yes  Requested   NCBI SRA ID or  ID  assigned by GISAID   or an alternative   ID Add as an additional  observation to the  original report  87396 - 8 ^ GenBank accession  number ^LN   or  OBX - 3      

