
Abbott BinaxNOW COVID-19 Ag Card Point of Care SARS-CoV-2 Diagnostic Test 

Distribution to Nursing Homes and Assisted Living Facilities 

Overview 

As part of an historic initiative led by the U.S. Department of Health and Human Services (HHS) 

and the Department of and Defense (DOD), the Administration awarded a contract for $760 

million to Abbott for delivery of 150 million rapid, Abbott BinaxNOW COVID-19 Ag Card 

Point of Care (POC) SARS-Co V-2 diagnostic tests to expand strategic, evidence-based testing in 

the United States. 

The Federal Government continues to prioritize vulnerable populations and sends tests to nursing 

homes and assisted living facilities with a current CLIA Certificate of Waiver to support SARS

Co V-2 testing. Assisted living facilities must have a CLIA certificate of waiver with the 

appropriate type oflaboratory designation of 04-Assisted Living Facility, as listed on Form 

CMS-116. Nursing homes must also be Federally-certified by CMS as a Medicare Skilled 

Nursing Facility (SNF) and/or Medicaid Nursing Facility (NF). 

FDA-Authorized Intended Use 

The BinaxNOW COVID-19 Ag Card is a lateral flow immunoassay intended for the qualitative 

detection ofnucleocapsid protein antigen from SARS-CoV-2 in direct nasal swabs from 

individuals suspected of COVID-19 by their healthcare provider within the first seven days of 

symptom onset. 

Testing is limited to laboratories certified under the CLIA, 42 U.S.C. §263a, that meet the 

requirements to perform moderate, high or waived complexity tests. This test is authorized for 

use at the Point of Care (POC), i.e., inpatient care settings operating under a CLIA Certificate of 

Waiver, Certificate for Provider-performed Microscopy procedures, Certificate of Compliance, 

or Certificate of Accreditation. More information is available in the Instructions for Use. 

CMS will temporarily exercise enforcement discretion for the duration of the COVID-19 public 

health emergency under CLIA for the use of SARS-Co V-2 POC antigen tests on asymptomatic 

individuals. Specifically, CMS will not cite facilities with a CLIA Certificate of Waiver when 

SARS-CoV-2 POC antigen tests are performed on asymptomatic individuals, as described in the 

FDA FAQ. 

Testing Locations 

This memo addresses the Clinical Laboratory improvement Amendments of 1988 (CLIA) 

implications of the use of SARS-Co V-2 POC antigen tests on individuals without known or 

suspected COVID-19 infection. During this public health emergency, CMS is exercising its 

enforcement discretion and will permit a laboratory to extend its existing CLIA Certificate to 

operate a COVID-19 temporary testing site in an off-site overflow location. Examples of off-site 

locations permitted include schools, churches, or parking lots (with approval of the local and 

state authorities). The temporary site would only be permitted to perform tests consistent with 






