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The U.S. Food and Drug Administration, along with other federal, state, and local agencies and public health
officials across the country, continues critical work to protect public health during the pandemic of COVID-19.
Major focus areas of the FDA’s response include increasing the availability of tests, therapeutics, and other
devices such as ventilators and personal protective equipment, and many other important items necessary for the
response. The FDA is also monitoring the human and animal food supply and taking swift action on fraudulent
COVID-19 products.

Highlights of FDA Activities

o Ensuring Timely Availability to Accurate

and Reliable Tests

o As of Nov. 18, 2020, 289 tests are authorized by the
FDA under Emergency Use Authorizations (EUAs);
these include 224 molecular tests, 58 antibody tests and
7 antigen tests.

o The FDA continues to monitor authorized tests and
emerging scientific evidence and may revise or revoke
an EUA, when appropriate, including when a test’s
benefits no longer outweigh its risks. The FDA provides
continuous updates to make clear which tests have
been issued EUAs by the agency, and which tests
should not be used.

@ Accelerating Availability of Medical

Equipment and Products for Treatment

o The FDA added more than 100 ventilators and
accessories for emergency use to the ventilator EUA

and issued EUAs for other equipment to treat patients
during COVID-19.

o The agency has issued EUAs and policies to help
increase the availability of personal protective
equipment, such as respirators, gowns, surgical
masks, and more.

o There are now more than 560 drug development
programs in planning stages and as of the end of
September, the agency has reviewed more than 370

trials of potential therapies for COVID-19. Five EUAs

to treat COVID-19 and serious conditions caused by
COVID-19 are currently authorized for emergency use.
One treatment is currently approved by the FDA for use in
COVID-19.

Actively Monitoring the Medical Product and
Food Supply Chains to Address Imbalances

The FDA continues to screen and monitor millions of
domestic and international products in the medical
supply chain to help ensure COVID-19-related
supplies coming into the U.S. are safe and distributed
appropriately.

@ Halting the Sale of Products with Fraudulent

Claims Related to COVID-19

e As of Nov. 17, 2020, the FDA has identified more than

1204 fraudulent and unproven medical products
related to COVID-19.

To proactively identify and neutralize threats to
consumers, the FDA launched Operation Quack Hack
in March 2020. The Operation Quack Hack team has
reviewed thousands of websites, social media posts,
and online marketplace listings, resulting in over 132
warning letters to sellers, more than 268 reports
sent to online marketplaces, and more than 275 abuse
complaints sent to domain registrars to date.
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Recent Actions

e On Nov. 19, the FDA issued an EUA for the drug
baricitinib, in combination with remdesivir, for
the treatment of suspected or laboratory confirmed
COVID-19 in hospitalized adults and pediatric patients
two years of age or older requiring supplemental
oxygen, invasive mechanical ventilation, or
extracorporeal membrane oxygenation.

e On Nov. 17, the FDA issued an EUA for the first
COVID-19 diagnostic test for self-testing at home
and that provides rapid results. The Lucira COVID-19
All-In-One Test Kit is a molecular (real-time loop
mediated amplification reaction) single use test that is
intended to detect the novel coronavirus SARS-CoV-2
that causes COVID-19.

o New FDA Insight podcasts include:
¢ Nov. 17 - Personal Protective Equipment and
COVID-19
¢ Nov. 10 - Hand Hygiene During COVID-19
e Oct. 27 - Get Your Flu Vaccine

e On Nov. 17, the FDA reaffirmed its commitment to
transparency around the EUA process and shared
updates on its plan to provide more information about
the agency’s decisions to issue, revise or revoke EUAs
for drugs and biological products, including vaccines,
as part of our COVID-19 response. The FDA is taking
additional steps to promote transparency and public
confidence in the agency’s scientific review process
and the appropriate use of these products authorized
for emergency use by posting, to the extent appropriate
and permitted by law, the scientific reviews for EUAs
issued, revised, or revoked for drug and biological
products. We intend to post these reviews with other
EUA related materials on the FDA website.

e On Nov. 16, the FDA updated its guidance on
investigational COVID-19 convalescent plasma. The
updated guidance extends the period of enforcement

discretion through the end of February 2021. This
extension will allow continued access to convalescent
plasma for the treatment of hospitalized COVID-19
patients while blood establishments develop the
necessary operating procedures to manufacture the
plasma consistent with the EUA. The guidance also
includes a new recommendation that authorized
COVID-19 convalescent plasma not be collected from
individuals who have received an investigational
COVID-19 vaccine.

On Nov. 16, a new webpage, A Closer Look at
COVID-19 Diagnostic Testing, was posted to
provide health care providers and other public health
professionals, including those who might purchase
COVID-19 tests, more technical information and
resources. The webpage content is also available in
PDF for easy printing and distribution. This webpage is
a companion to another overview of COVID-19 testing
on our site which provides patients and consumers
plain language information about both diagnostic and
antibody testing for COVID-19.

On Nov. 12, a new Consumer Update was issued,
urging consumers to avoid fraudulent flu products
and offering tips on how to spot them. These unproven
products, sold online and in stores, haven’t been
evaluated by the FDA for safety and effectiveness.
Know that there are no legally marketed over-the-
counter (non-prescription) drugs to prevent, mitigate,
treat, or cure the flu. But there are legal over-the-
counter (OTC) drugs to reduce fever and to relieve
muscle aches, congestion, and other symptoms
typically associated with the flu. Also, the agency

has been and will continue to take action against bad
actors, as evidenced by warning letters we've sent
to companies offering for sale medical products with
fraudulent claims to prevent, mitigate, treat, or cure
COVID-19.
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e On Nov. 12, the agency hosted FDA Grand
Rounds: Facial Coverings During the COVID-19
Pandemic: How well do they flatten the curve?
This presentation provided an overview of the FDA's
research to evaluate the ability of facial coverings to
reduce the spread of infection and how the FDA is
developing a comprehensive risk-assessment tool
to predict the probability of infection with individuals
wearing a non-surgical face mask or cloth face
covering; given the characteristics of non-surgical face
masks, the population, and the pathogen.

e On Nov. 9, the FDA issued an EUA for the
investigational monoclonal antibody therapy
bamlanivimab for the treatment of mild-to-moderate
COVID-19 in adult and pediatric patients. Bamlanivimab
is authorized for patients with positive results of direct
SARS-CoV-2 viral testing who are 12 years of age and
older weighing at least 40 kilograms (about 88 pounds),
and who are at high risk for progressing to severe
COVID-19 and/or hospitalization. This includes those
who are 65 years of age or older, or who have certain
chronic medical conditions.

e On Nov. 9, the FDA issued final guidance with the
agency’s recommendations on designing and executing
clinical trials of drugs and biologics that include
people with different demographic characteristics
(e.g., sex, race, ethnicity, age) and non-demographic
characteristics (e.g., patients with organ dysfunction,
comorbid conditions, and disabilities.) This is
particularly critical during the COVID-19 public health
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emergency as certain segments of the population are
being affected by the virus in different ways.

On Nov. 6, the FDA authorized the first serology test
that detects neutralizing antibodies from recent

or prior SARS-CoV-2 infection, which are antibodies
that bind to a specific part of a pathogen and have
been observed in a laboratory setting to decrease
SARS-CoV-2 viral infection of cells. The FDA issued

an emergency use authorization (EUA) for the cPass
SARS-CoV-2 Neutralization Antibody Detection Kit,
which specifically detects this type of antibody.

On Nov. 3, the FDA alerted clinical laboratory staff
and health care providers that false positive results
can occur with antigen tests for the rapid detection

of SARS-CoV-2. The FDA is aware of reports of false
positive results associated with antigen tests used in
nursing homes and other settings, and continues to
monitor and evaluate these reports and other available
information about device safety and performance.

On Oct. 30 the FDA issued a Consumer Update, “Pulse
Oximeters and Oxygen Concentrators: What to Know
About At-Home Oxygen Therapy.” COVID-19 is one of
many health issues that may cause oxygen levels to
drop. When the levels are too low, consumers may
need to take extra oxygen, known as oxygen therapy.
One way to get extra oxygen into the body is by using

an oxygen concentrator. Oxygen concentrators are
medical devices required to be sold and used only with
a prescription.

e The FDA has made information available to the public in both English and Spanish on our COVID-19 website
in addition to multilingual COVID-19 resources. This includes regularly updating our Frequently Asked
Questions, issuing Consumer Updates, MedWatch alerts, FDA Voices, stakeholder updates, webinars, and
other resources for patients, caregivers and health care providers. The FDA has issued more than 225 news

announcements on COVID-19 topics since January.

e A new web page, COVID-19 Vaccines, provides updates and information about the agency’s work to facilitate
development and ensure the safety, effectiveness and quality of COVID-19 vaccines.

e The FDA is warning consumers and health care professionals that the FDA continues to find hand sanitiz-
er products that are labeled as containing ethanol (also known as ethyl alcohol) but have tested positive for
methanol or 1-propanol contamination. Methanol and 1-propanol are not acceptable ingredients for hand san-
itizer products and can be life-threatening when ingested. The FDA also continues to find hand sanitizers that
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are subpotent, meaning the product contains less than the required amount of ethyl alcohol, isopropyl alcohol
or benzalkonium chloride. Before buying or using hand sanitizer, the FDA recommends checking this list of
hand sanitizers consumers should not use. Bookmark www.fda.gov/handsanitizerlist for the latest, and
use our step-by-step search guide to find out if your product is on the list.

e Innovation to Respond to COVID-19 provides an overview of the FDA's work to facilitate and accelerate the
development of COVID-19 medical products and ways the agency is exercising regulatory flexibility through
guidance to industry. Educational Resources provides links to FDA-produced COVID-19-related resources
that help explain the agency’s work.

e COVID-19 Resources for Health Professionals provides quick and easy access to FDA information for health
care professionals.

e Coronavirus Disease 2019 (COVID-19) Emergency Use Authorizations for Medical Devices provides infor-
mation on the EUAs for medical devices that the FDA has issued related to COVID-19.

e For information about the different types of tests and the steps involved in processing samples, see
Coronavirus Testing Basics explainer and video. If you think you have COVID-19 and need a test, contact your
health care provider immediately.

o To learn more about keeping your pets safe during the coronavirus (COVID-19) pandemic, watch this video.

e The FDA has issued more than 60 guidance documents to provide updated policies, transparency, and
regulatory flexibility to address the food supply, vital medical products and public health issues facing the
U.S. during this pandemic. These guidances are on diagnostics, personal protective equipment, other medical
devices, investigational treatment with convalescent plasma, conduct of clinical trials of medical products,
blood supply, hand sanitizers, food safety and supply, telemedicine and other topics.

e The FDA has provided a retail food re-opening checklist for previously closed retail food establishments or
those that have been open with limited service related to the COVID-19 pandemic, see Best Practices for
Re-Opening Retail Food Establishments During the COVID-19 Pandemic.

e If you have fully recovered from COVID-19, you may be able to help patients currently fighting the infection by
donating your plasma.

e For updated fact sheets for the Emergency Use Authorizations the FDA has issued, see therapeutics and
devices.

e For updated information about COVID-19 clinical trials underway in the U.S. and internationally, see
clinicaltrials.gov.

e Subscribe to receive updated COVID-19-related information from the FDA.
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