COVID-19 FACT SHEET FOR HEALTHCARE PROFESSIONALS

BD VERITOR™ AT-HOME COVID-19 TEST All individuals who use this
assay are required to receive

and should carefully review the
BD Veritor™ At-Home COVID-
19 Test Product Information
February 21, 2023 Leaflet before they use the test.

Becton, Dickinson and Company (BD)

This Fact Sheet informs you of the significant known and potential risks and b
emergency use of the BD Veritor™ At-Home COVID-19 Test.
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The BD Veritor™ At-Home COVID-19 Test has been designed to minimize the likelihood of false
positive test results. However, in the event of a false positive result, risks could include the
following: a needless recommendation for the patient to isolate that might limit contact with family
or friends and the ability to work, delayed diagnosis and treatment for the true infection causing
the patient’s symptoms, potentially increased likelihood that the patient could contract COVID-19
from other potentially COVID-19 positive patients isolated in the same areas, unnecessary



prescription of a treatment or therapy, needless monitoring of close contacts for symptoms, or
other unintended adverse effects.

All healthcare providers must follow the standard testing and reporting guidelines according to
their appropriate public health authorities.

WHAT DOES IT MEAN IF THE SPECIMEN TESTS NEGATIVE FOR THE VIRUS THAT
CAUSES COVID-19?
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Isolation fo sons with COVID-19 Not in Healthcare Settings (Interim Guidance) (see links
provided in “ e can | go for updates and more information?” section).

The performance of this test was established based on the evaluation of a limited number of
clinical specimens collected in the Spring of 2021. The clinical performance has not been
established in all circulating variants but is anticipated to be reflective of the prevalent variants in
circulation at the time and location of the clinical evaluation. Performance at the time of testing
may vary depending on the variants circulating, including newly emerging strains of SARS-CoV-2
and their prevalence, which change over time.



WHAT DO | NEED TO KNOW ABOUT SERIAL TESTING?

Serial testing of individuals whose initial test result is negative assists in identifying infected
individuals earlier and facilitate timely infection control practices. A negative test result does not
rule out infection but repeat testing over three days for symptomatic individuals or five days for
asymptomatic individuals with at least 48 hours between tests may decrease the risks of false
negative results.

An initial negative test result should be the first of a minimum of two tests. An asymptomatic
individual undergoing serial testing who obtained two or more negative test res may require

rule out coinfection with other pathogens.

For additional recommendations regarding confirmation of anig ults, pl&@8e refer to the
CDC'’s Interim Guidance for Antigen Testing for SARS-Co\g2 i i
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WHAT IS AN EUA?

The U.S. FDA has made this test available under an
Emergency Use Authorization (EUA). The EUd by the Secretary of Health and

to justify the emergency use of in
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Any tes i Il marketing status (e.g., cleared, approved), as opposed to an
) by searching the medical device databases here:

assistance/me@@al-device-databases. A cleared or approved test should be used instead of a
test made availa¥@ under an EUA, when appropriate and available. FDA has issued EUAs for
other tests that can be found at:
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization.

WHERE DO | REPORT ADVERSE EVENTS?



Report Adverse Events, including problems with test performance or results, to MedWatch by
submitting the online FDA Form 3500
(https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.nome) or by
calling 1-800-FDA-1088

WHERE CAN | GO FOR UPDATES AND MORE INFORMATION?

CDC WEBPAGES:

General: https://www.cdc.gov/coronavirus/2019-ncov/index.html
Symptoms: https://www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/symptoms.ht

Healthcare Professionals: https://www.cdc.gov/coronavirus/2019-nCoV/hcpl/index.html

Information for Laboratories: https://www.cdc.gov/coronavirus/2019-nCoV/labl/inde

Discontinuation of Isolation: https://www.cdc.gov/coronavir
FDA WEBPAGES:

General: www.fda.gov/novelcoronavirus

EUAs: (includes links to patient fact sheet and man
devices/coronavirus-disease-2019-covid-19-emerge jons-mMedical-devices/in-vitro-diagnostics-euas

TECHNICAL SUPPORT
Technical Service and Support: In the United States, ¢ S critor (1.844.483.7486) or bdveritorathome.com.

Becton, Dickinson and Company nd Veritor are trademarks of Becton, Dickinson 256094
7 Loveton Circle

Sparks, Maryland 21152 US
This document also avail

bd.com/e-labeling
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https://www.cdc.gov/coronavirus/2019-ncov/index.html
https://www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/symptoms.html
https://www.cdc.gov/coronavirus/2019-nCoV/hcp/index.html
https://www.cdc.gov/coronavirus/2019-nCoV/lab/index.html
https://www.cdc.gov/coronavirus/2019-nCoV/lab/lab-biosafety-guidelines.html
https://www.cdc.gov/infectioncontrol/guidelines/isolation/index.html
https://www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clinical-specimens.html
https://www.cdc.gov/coronavirus/2019-ncov/php/infection-control.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/duration-isolation.html
http://www.fda.gov/novelcoronavirus
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas

	COVID-19                                                    FACT SHEET FOR HEALTHCARE PROFESSIONALS
	WHERE CAN I GO FOR GENERAL INFORMATION ON COVID-19?
	WHAT DO I NEED TO KNOW ABOUT COVID-19 TESTING WITH THIS PRODUCT?
	WHAT DOES IT MEAN IF THE SPECIMEN TESTS POSITIVE FOR THE VIRUS THAT CAUSES COVID-19?
	WHAT DOES IT MEAN IF THE SPECIMEN TESTS NEGATIVE FOR THE VIRUS THAT CAUSES COVID-19?
	WHAT DO I NEED TO KNOW ABOUT SERIAL TESTING?
	WHAT IS AN EUA?
	WHAT ARE THE APPROVED AVAILABLE ALTERNATIVES?
	WHERE DO I REPORT ADVERSE EVENTS?



