At Home Testing
We discussed the 3 different at home testing categories and decided we will make fake CLIA’s for each category so here is the proposed solution:
· Link to the CDC guidance document: https://www.hhs.gov/sites/default/files/hhs-diagnostic-data-faqs.pdf 
· Bottom of page 3 suggests to use:
· SA for Self administered for performing organization
· OTC for Over the Counter for provider name
· Doesn’t address differentiating between visual read (be patient) and instrument read
· Doesn’t address teleproctoring
· Doesn’t address how to populate the other required elements for performing organization and provider
· For the example messages below I used OneAbbott’s feed as the sender for all, even though at this point in production they will be reporting ONLY the last scenario in production, which represents the BINAX At home test reported via the Navica app (but I didn’t want to make up more aggregators at this time)
For at home testing there are 43 categories (in order of expected data quality – from low to higher):
1) [bookmark: _Hlk95471092]At home testing over the counter purchase, self-report – patient buys and performs testing, result is obtained by visually reading the resultvia app and patient reports on their own or via app that then does the reporting; this may result in limited data fidelity (no verification a) that person tested = patient, b) of how the specimen was collected, c) if the test procedure was followed, d) if the interpretation of the result and subsequent reporting is accurate, unless the app preforms the interpretation,, e) data about the patient is accurate)
a. Ordering Provider First Name (ORC-12.3/OBR-16.3) = “SA.OverTheCounter”“SA.OTCSelfReport”
b. Ordering Facility Name (ORC-21.1) = “SA.OverTheCounter”“SA.OTCSelfReport”
c. Ordering Facility Address (ORC-22) = <Copy patient address (PID-11)> 
d. Ordering Facility Phone (ORC-23) = <Copy Patient Home Phone (PID-13); if not available, use default value ^^^^111^1111111>
e. Performing Facility Name (OBX-23.1) = “SA.OverTheCounter”“SA.OTCSelfReport”
f. Performing Facility CLIA (OBX-15.1 and OBX-23.10) = 00Z0000014 00Z0000042
i. If test result is provided by the instrument and reported via app/instrument = 00Z00000##
g. Performing Facility Address (OBX-24) = “11 14 Fake AtHome Test Street^^YakutatFake City^AKGU^99689^^^^02282”
h. Allowed Example test kits with EUA for this purpose:
i. Ellume’s  COVID-19 Home Test_Ellume Limited -– OBX-17.1 = Ellume COVID-19 Home Test_Ellume Limited_EUA
ii. Cue Health Inc’s Cue COVID-19 Test for Home and Over The Counter (OTC) Use – OBX-17.1 = Cue COVID-19 Test_Cue Health Inc._EUA
ACON Laboratories, Inc’s Flowflex COVID-19 Antigen Home Test = OBX-17.1 =  Lucira Health, Inc.’s Lucira COVID-19 All-In-One Test Kit – OBX-17.1 =Lucira COVID-19 All-In-One Test Kit_Lucira Health, Inc._EUA (will soon be updated in LIVD to: 00810055970001_DIT) - this is what will be sent via AIMS
Flowflex COVID-19 Antigen Home Test_ACON Laboratories, Inc_EUA
iii. 
ANY OTHERS???
Example message is for Ellume’s  Cue Health’s  COVID-19 Home Test sent by OneAbbott: InterPartner~CentralizedELR~OneAbbott~AIMSPlatform~Test~Test~202101281624101320220216141712~STOP~TestMessageSA.OTCSelfReport_AL_FINAL	Comment by Merrick, Riki | APHL: Update to actual file name of the example message

2) At home testing over the counter purchase, instrument-read – patient buys and performs testing, result is obtained via the instrument/app that is also used for reporting; this may result in limited data fidelity (no verification a) that person tested = patient, b) of how the specimen was collected, c) if the test procedure was followed, d) data about the patient is accurate)
a. Ordering Provider First Name (ORC-12.3/OBR-16.3) = “SA.OTCInstrument”
b. Ordering Facility Name (ORC-21.1) = “SA.OTCInstrument”
c. Ordering Facility Address (ORC-22) = <Copy patient address (PID-11)> 
d. Ordering Facility Phone (ORC-23) = <Copy Patient Home Phone (PID-13); if not available, use default value ^^^^111^1111111>
e. Performing Facility Name (OBX-23.1) = “SA.OTC	Instrument”
f. Performing Facility CLIA (OBX-15.1 and OBX-23.10) =  00Z0000043
g. Performing Facility Address (OBX-24) = “15 Fake AtHome Test Street^^Fake City^GU”
h. Allowed test kits with EUA for this purpose:
i. Ellume’s  COVID-19 Home Test_Ellume Limited -– OBX-17.1 = Ellume COVID-19 Home Test_Ellume Limited_EUA

Example message is for Ellume’s  COVID-19 Home Test sent by OneAbbott: InterPartner~CentralizedELR~OneAbbott~AIMSPlatform~Test~Test~20220216141713~STOP~TestMessageSA.OTCInstrument_AL_FINAL

ii. 
iii. 
iv. 
v. 

3) At home testing with prescription – patient is prescribed the test, obtains the kit, sample collection and test performance is unsupervised, result is obtained via app that then does the reporting; this may result in some limited data fidelity (no verification a) that person tested = patient, b) of how the specimen was collected, c) if the test procedure was followed, d) if the interpretation of the result and subsequent reporting is accurate, however data about the patient should be accurate – since it is coming from the provider’s health record)
a. Ordering Facility Name (ORC-21.1) = <Copy Ordering Provider Name (ORC-12/OBR-16), if no separate facility>
b. Ordering Facility Address (ORC-22) = <Copy Ordering Provider Address (ORC-24), if no separate facility>
c. Ordering Facility Phone (ORC-23) = <Copy Callback number (ORC-14/OBR17), if no separate facility number, else use default value ^^^^111^1111111>
d. Performing Facility Name (OBX-23.1) = “SA.Prescription”
e. Performing Facility CLIA (OBX-15.1 and OBX-23.10) = 00Z0000015
f. Performing Facility Address (OBX-24) = “12 Fake AtHome Test Street^^ Fake City^GUYakutat^AK^99689^^^^02282”
g. Allowed test kits with EUA for this purpose:
i. Lucira Health, Inc.’s Lucira COVID-19 All-In-One Test Kit – OBX-17.1 = Lucira COVID-19 All-In-One Test Kit_Lucira Health, Inc._EUA (will soon be updated in LIVD to: 00810055970001_DIT) – this will be discontinued – is currently being reported via providers ONLY
ii. Quidel Corporation’s QuickVue At-Home COVID-19 Test – OBX-17.1 = QuickVue At-Home COVID-19 Test_Quidel Corporation_EUA (will soon be updated in LIVD to: 30014613339373_DIT)
h. OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Rx  OBX-17.1 = InteliSwab COVID-19 Rapid Test Rx_OraSure Technologies, Inc_EUAANY OTHERS???
i. 
i. Example message is for Quidel Corporation’s QuickVue At-Home COVID-19 Test sent by OneAbbott: InterPartner~CentralizedELR~OneAbbott~AIMSPlatform~Test~Test~2021012816241013~STOP~TestMessageSA.Prescription_AL_FINAL	Comment by Merrick, Riki | APHL: Update to the new file name

4) At home testing with prescription and tele proctoring – patient is prescribed the test, obtains the kit, sample collection and test performance is done under observation of the healthcare professional and results are reported via the app. This has verification a) that person tested = patient, b) of how the specimen was collected, c) if the test procedure was followed, d) if the interpretation of the result and subsequent reporting is accurate, it may not have verification that e) data about the patient is accurate???	Comment by Malai, Millie | APHL: Removed with prescription and will not include telehealth visit
a. Ordering Facility Name (ORC-21.1) = <Copy Ordering Provider Name (ORC-12/OBR-16), if no separate facility>
b. Ordering Facility Address (ORC-22) = <Copy Ordering Provider Address (ORC-24), if no separate facility>
c. Ordering Facility Phone (ORC-23) = <Copy Callback number (ORC-14/OBR-17), if no separate facility number, else use default value ^^^^111^1111111>
d. Performing Facility Name (OBX-23.1) = “SA. TeleProctor”
e. Performing Facility CLIA (OBX-15.1 and OBX-23.10) = 00Z0000016
f. Performing Facility Address (OBX-24) = “13 Fake AtHome Test Street^^ Fake City^GUYakutat^AK^99689^^^^02282”
g. Allowed test kits with EUA for this purpose: 
i. Abbott’s BinaxNOW COVID-19 Ag Card Home Test – OBX-17.1 = 10811877011337_DIT
ANY OTHERS???
Example message is for Abbott’s BinaxNOW COVID-19 Ag Card Home Test sent by OneAbbott: InterPartner~CentralizedELR~OneAbbott~AIMSPlatform~Test~Test~202101281624101320220218141513~STOP~TestMessageSA.TeleProctor_AL_FINAL	Comment by Merrick, Riki | APHL: Update to the new file name

