WARNING LETTER

Date: November 30, 2020

TO: sales@avazo.com Avazo-Healthcare, LLC
17 Remington Place
Warminster Bucks, PA 18974

605 Louis Dr Ste 502
Warminster, PA 18974

web@cbdmarketweb.com CBD Market Web
605 Louis Dr Ste 02
Warminster, PA 18974

info@covidtests.shop COVID Test Shop
605 Louis Dr Ste 502
Warminster, PA 18974

RE: Adulterated, Unapproved and Misbranded Products Related to Coronavirus Disease 2019 (COVID-19)

This is to advise you that the United States Food and Drug Administration (FDA) reviewed your websites
at the Internet addresses https://www.covidtests.shop and www.cbdmarketweb.com on August 21, 2020
through November 16, 2020. We have also reviewed your social media websites at
https://www.facebook.com/avazodetensor/, https://www.facebook.com/cbdmarketweb/, and
https://www.instagram.com/cbdmarketweb/, where you direct consumers to your websites
https://www.covidtests.shop and www.cbdmarketweb.com to purchase your products. The FDA has
observed that your websites offers COVID-19? test kit products and CBD products for sale in the United
States and that these products are intended to mitigate, prevent, treat, diagnose, or cure COVID-19 in
people.

There is currently a global outbreak of respiratory disease caused by a novel coronavirus that has been
named “severe acute respiratory syndrome coronavirus 2” (SARS-CoV-2). The disease caused by the
virus has been named “Coronavirus Disease 2019” (COVID-19). On January 31, 2020, the Department
of Health and Human Services (HHS) issued a declaration of a public health emergency related to
COVID-19 and mobilized the Operating Divisions of HHS.? In addition, on March 13, 2020, the President

1 As explained in the next paragraph, there is currently an outbreak of a respiratory disease named “Coronavirus
Disease 2019” (COVID-19).

2 Secretary of Health and Human Services Alex M. Azar Il, Determination that a Public Health Emergency Exists.
Jan. 31, 2020. (Accessible at https://www.phe.gov/emergency/news/healthactions/phe/Pages/2019-nCoV.aspx).
The declaration has been renewed for an additional 90 days three times. The most recent renewal went into effect
on October 23, 2020. Secretary of Health and Human Services Alex M. Azar Il, Renewal of Determination that a
Public Health Emergency Exists. October 23, 2020. (Accessible at
https://www.phe.gov/emergency/news/healthactions/phe/Pages/covid19-20c¢t2020.aspx).
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https://www.whitehouse.gov/presidential-actions/proclamation-declaring-national-emergency-concerning-novel-coronavirus-disease-covid-19-outbreak/
https://www.whitehouse.gov/presidential-actions/proclamation-declaring-national-emergency-concerning-novel-coronavirus-disease-covid-19-outbreak/
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Test Cassette and the Assure Rapid Test Device are sold only to “authorized laboratories” in accordance
with the provisions of their respective EUAs.

For more information about FDA'’s regulation of devices used to mitigate, prevent, treat, diagnose, or
cure COVID-19; frequently asked questions; and other helpful resources, visit our website at






Timothy T. Stenzel -
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