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for the detection andlor diagnosis of the virus that
causes COVID-19. An IVD made available under an
EUA has not undergone the same type of review as an
FDA-approved or cleared [VD. FDA may issue an EUA
when certain criteria are met, which includes that there
are no adequate, approved, available altemnatives, and
based on the totality of scientific evidence available, it is
reasonable to believe that this IVD may be effective in
diagnosing COVID-19. The EUA for this test is in effect
for the duration of the COVID-19 declaration justifying
emergency use of [VDs, unless terminated or revoked
(after which the test may no longer be used).

What are the approved available alternatives?
There are no approved available alternative antigen
tests. Any tests that have received full marketing status
{e.g., cleared, approved), as opposed to an EUA, by
FDA can be found by searching the medical device
databases here:

hitps:ffeww fda.gov/medicaldevices/device-advice-
comprehensive-requlatoryassistance/medical-device-
databases. A cleared or approved test should be used
instead of a test made available under an EUA, when
appropriate and available. FDA has issued EUAs for
other tests that can be found at:
hitps:ffeww fda gov/emergencypreparedness-and-
response/mem-legal-regulatoryand-policy-
frameworkiemergency-use-autharization.

Where can | go for updates and more
information?

CDC webpages:
General: hitps:wew.cde. gow'coronavinus2019-neowindex. html

Symptoms:

hitps:ifwww. cdoc_gov/coronavinus/Z018-ncovisymptoms-
testing/symptoms. hitml

Healthcare Professionals:

hitps:ifwww. cde.gov/coronavinus/2018-nCoihep findex. himl
Information for Laboratories:

hitps:iwww. cde.gov/coronavinus/2018-nCoilablinde:x. html
Laboratery Biosafety: hiips-/iwww cde govicoronavinys/2018-
nCoVWlab-biosafety-guidelines html

Isolation Precautions in Healthcare Settings:
hitps:iiwww.cdo_goviinfectioncontrolfguidelines/isolation/index. himil
Specimen Collection: hitps:/farww.cde . gowcoronavirus/2018-
nCoWlablguidelines-dinical-specimens_html

Infection Control: httos:/fwww.cde.gov/coronavirus/201 -
neow/phplinfection-control him|

FDA webpages:

General: www fda govinoveleoronavinus

EUAs:(includes links to fact sheet for individuals and
manufacturer's instructions) hitps:faww fda govwmedical-
devices/coronavinus-disease-2018-covid-19-emergency-use-

Manufacturer Information:
ACOM Laboratories Inc.

5850 Oberlin Drive, #340

San Diego, CA-02121, USA

Customer Support:
+1 800-838-8502
Suppo: conlabs.com

Technical Support:
+1 800 838-8502
Suppo: conlabs.com

Report Adverse events, including problems with test performance or resulis, to MedWaich by submitting the online FDA Form 2500
(https:/fwww. accessdata fda goviscripts'medwatch/find ex.ofm P action=reporting. home) or by calling 1-800-FDA-1088
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