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Point of Care COVID-19 Devices Summary Description

Types of Point of Care Testing Devices Examples of Brand/Device

Molecular (nucleic acid amplification) Abbott ID Now*
Point of Care Antigen e Quidel Sofia 2
Devices (aka Rapid e BD Veritor™ System For Rapid Detection
Response Devices) of SARS-CoV-2

e BiNAX Now COVID Ag Card and NAVICA
app

*Per Guidance—Proposed Use of Testing Platforms, CDC/Office of the Assistant Secretary for Health

Policy Guidance Related to Point of Care Testing Devices

NC DHHS Guidance:

e Antigen Testing Memo, available here.

Federal Guidance:

e Centers for Disease Control and Prevention (CDC)’s Point of Care Testing Resource page here.

e For policy guidance regarding performance of antigen tests authorized by the FDA under an Emergency Use
Authorization (EUA) at the point of care or in patient care settings operating under a Clinical Laboratory
Improvement Amendments (CLIA) Certificate of Waiver, please refer to Centers for Medicare & Medicaid Services’
(CMS) policy here and PREP Act guidance here.

e For FDA recommendations to health care providers who are ordering authorized tests outside their authorization
(e.g., antigen tests for asymptomatic individuals), please see FDA’s FAQ on Testing for SARS-CoV-2.

e CLIA FAQs and information, available here.

e FAQs about CMS’ Distribution of Point of Care Antigen Testing Devices, available here.

Additional Resource:
e APHL's Considerations for Implementation of SARS-CoV-2 Rapid Antigen Testing, available here.

POC Device Training Resources
e For BD Veritor Devices
e For Quidel Sofia 2 Devices
e For Binax NOW COVID Ag Card

POC Supply Chain Questions

. Troubleshooting on POC supply chain issues/providing guidance on resources available: NHTesting@hhs.gov



https://www.cdc.gov/coronavirus/2019-nCoV/downloads/OASH-COVID-19-guidance-testing-platforms.pdf
https://files.nc.gov/covid/documents/guidance/healthcare/Antigen-Provider-Update.pdf
https://www.cdc.gov/coronavirus/2019-ncov/lab/point-of-care-testing.html
https://urldefense.com/v3/__https:/www.cms.gov/files/document/clia-poc-ag-test-enforcement-discretion.pdf__;!!HYmSToo!KtTTb5kpDDyTQJCz51EPtPccZEOTuvh9Cf_KasKZUQp_aUsN3qoaOzdu5XeHAFROQO6fUw$
https://urldefense.com/v3/__https:/www.hhs.gov/sites/default/files/prep-act-coverage-for-screening-in-congregate-settings.pdf__;!!HYmSToo!KtTTb5kpDDyTQJCz51EPtPccZEOTuvh9Cf_KasKZUQp_aUsN3qoaOzdu5XeHAFTYdifP-g$
https://urldefense.com/v3/__https:/www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/faqs-testing-sars-cov-2*general-screening-asymptomatic__;Iw!!HYmSToo!KtTTb5kpDDyTQJCz51EPtPccZEOTuvh9Cf_KasKZUQp_aUsN3qoaOzdu5XeHAFTYVzT5lw$
https://urldefense.com/v3/__https:/www.cms.gov/Regulations-and-Guidance/Legislation/CLIA__;!!HYmSToo!KtTTb5kpDDyTQJCz51EPtPccZEOTuvh9Cf_KasKZUQp_aUsN3qoaOzdu5XeHAFT9VU1t3Q$
https://www.cms.gov/files/document/covid-faqs-snf-testing.pdf
https://www.aphl.org/programs/preparedness/Crisis-Management/Documents/APHL-SARSCov2-Antigen-Testing-Considerations.pdf
https://www.bdveritor.com/long-term-care-facilities/system-overview/
https://www.bd.com/en-us/offerings/capabilities/microbiology-solutions/point-of-care-testing/bd-veritor-plus-system-for-rapid-covid-19-sars-cov-2-testing
https://togetheragain.quidel.com/
https://www.globalpointofcare.abbott/en/support/product-installation-training/navica-brand/navica-binaxnow-ag-training.html
mailto:NHTesting@hhs.gov

