Clinical Laboratory COVID-19 Response Call

Monday, May 3, 2021 at 3:00 PM EDT

* Welcome
— Jasmine Chaitram, CDC Division of Laboratory Systems (DLS)

* Surveillance Testing of Wastewater for COVID-19

— Amy Kirby, CDC Division of Foodborne, Waterborne, and
Environmental Diseases (DFWED)

* Investigation of Linked Clusters of SARS-CoV-2 Variant B.1.351
— Kenneth Feder, Maryland Department of Health

* FDA Update
— Tim Stenzel, U.S. Food and Drug Administration (FDA)
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CDC Preparedness Portal

https://www.cdc.gov/csels/dls/preparedlabs/covid-19-clinical-calls.html
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Clinical Laboratory COVID-19 Response Calls

e\ Laboratory Professionals:

= Find COVID-19 information from LOCS.

.
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CDC's Division of Laboratory Systems (DLS) convenes regular calls with clinical laboratories to discuss the nation’s clinical

laboratory response to coronavirus disease (COVID-19). These Clinical Laboratory COVID-19 Response Calls take place every
other Monday at 3:00 PM EDT. Audio and transcripts are posted online after each call.

To submit questions for consideration, email DLSinquiries@cdc.gov in advance or use the question and answer (Q&A)
function in Zoom during the call. Because we anticipate a large number of participants on this call, and many questions, we
may not be able to directly and immediately address every issue. However, we will note your questions and feedback and
tailor the content of future calls accordingly. We want this call to be useful and relevant to your COVID-19 response activities
-we are all in this together.

Participation Information
Connect to Zoom [4
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Schedule for Clinical Laboratory COVID-19 Response Calls

The next call will be on Monday, May 17 from
3:00 PM to 4:00 PM EDT




We Want to Hear from You!

Training and Workforce Development

EEE—
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Questions about education and training?
Contact LabTrainingNeeds@cdc.gov
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How to Ask a Question

= Using the Zoom Webinar System
— Click the Q&A button in the Zoom webinar system
— Type your question in the Q&A box and submit it
— Please do not submit a question using the chat button
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Participants

®" For media questions, please contact CDC Media Relations at media@cdc.gov

= |fyou are a patient, please direct any questions to your healthcare provider
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Slide decks may contain presentation material from panelists who
are not dffiliated with CDC. Presentation content from external

panelists may not necessarily reflect CDC’s official position on the
topic(s) covered.
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Center for Surveillance, Epidemiology, and Laboratory Services

Surveillance Testing of Wastewater for COVID-19

Amy Kirby
CDC Division of Foodborne, Waterborne, and Environmental Diseases
(DFWED)

: U.S. Department of
"I Health and Human Services
e Centers for Disease
l Control | and Prevention




Center for Surveillance, Epidemiology, and Laboratory Services

Investigation of Linked Clusters of
SARS-CoV-2 Variant B.1.351

Kenneth Feder
Maryland Department of Health

: U.S. Department of
"I Health and Human Services
itrs Centers for Disease
l Control | and Prevention




Center for Surveillance, Epidemiology, and Laboratory Services

FDA Update

Tim Stenzel
U.S. Food and Drug Administration (FDA)




U.S. Food and Drug Administration (FDA)

COVID-19 Emergency Use Authorization (EUA)
Information for Medical Devices

https://www.fda.gov/medical-devices/emergency-
situations-medical-devices/emergency-use-
authorizations

COVID-19 In Vitro Diagnostic EUAs
https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-

authorizations-medical-devices/vitro-diagnostics-euas

COVID-19 Updates
https://www.fda.gov/emergency-preparedness-and-
response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization#2019-ncov

FDA Townhall Meetings

https://www.fda.gov/medical-devices/workshops-
conferences-medical-devices/virtual-town-hall-series-
immediately-effect-guidance-coronavirus-covid-19-
diagnostic-tests-06032020

COVID-19 Frequently Asked Questions
https://www.fda.gov/emergency-preparedness-and-

response/coronavirus-disease-2019-covid-

19/coronavirus-disease-2019-covid-19-frequently-

asked-questions

Division of Laboratory Systems

Independent Evaluations of COVID-19 Serological
Tests

https://open.fda.gov/apis/device/covid19serology/

ipZy U.S. FOOD & DRUG

ADMINISTRATION
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U.S. Food and Drug Administration (FDA)

= COVID-19 Diagnostic Development
CDRH-EUA-Templates@fda.hhs.gov

= Spot Shortages of Testing Supplies: 24-Hour Support Available
1. Call 1-888-INFO-FDA (1-888-463-6332)

2. Then press star (*)

= FDA MedWatch

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-
event-reporting-program

ipZy U.S. FOOD & DRUG

ADMINISTRATION
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CDC Social Media

https://www.facebook.com/CDC

https://twitter.com/cdcgov

https://www.linkedin.com/company/cdc
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Thank You For Your Time!

"

Photo submitted by the Microbiology Laboratory at The University of Pittsburgh Medical Center
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