Clinical Laboratory COVID-19 Response Call

Monday, December 13, 2021, at 3:00 PM EDT

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

* Resources for Accurate and Reliable COVID-19 Testing at CLIA
Certificate of Waiver Sites

— Nancy Anderson, CDC Division of Laboratory Systems (DLS)

* FDA Update
— Tim Stenzel, US Food and Drug Administration (FDA)

* SARS-CoV-2 Variants Update
— John Barnes, CDC Laboratory and Testing Task Force for the COVID-19 Response
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Vision
Exemplary laboratory science and

practice advance clinical care, public
health, and health equity.

Mission

Improve public health, patient outcomes,
and health equity by advancing clinical and
public health laboratory quality and safety,
data and biorepository science, and
workforce competency.
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Four Goal Areas

Quality Laboratory Highly Competent Safe and Prepared Accessible and Usable

Science Laboratory Workforce Laboratories Laboratory Data
e Improve the e Strengthen the e Enhance the safety * [ncrease access

quality and value laboratory and response and use of
of laboratory workforce to capabilities of laboratory data to
medicine and support clinical clinical and public support response,
biorepository and public health health laboratories surveillance, and
science for better laboratory patient care
health outcomes practice
and public health
surveillance
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Omicron Variant: What You Need to Know

Centers for Disease Control and Prevention
CDC 24/7: Saving Lives, Protecting People™

Your Health Vaccines Cases & Data Work & School Healthcare Workers Health Depts Science

# vourHealtn Omicron Variant: What You Need to Know

About COVID-19 Updated Dec. 7, 2021 Languzges ™ Print

Variants of the Virus

Emergence of Omicron
‘Omicron Variant On Novemnber 24, 2021, a new variant of SARS-CoV-2, B.1.1.529, was reported to the World Health Organization (WHO).
This new variant was first detected in specimens collected on November 11, 2021 in Botswana and on Nevember 14, 2021
Delta V. t i .
| o fenen in South Africa US COVID-19 Cases Caused by the Omicron Variant
| Understanging Variants On November 26, 2021, WHO named the B.1.1.529 Omicron at
30, 2021, the United States designated Omicron as a Variant of
Symptoms case of Omicron was identified.

CDC has been collaborating with global public health and indu:
monitor its course. CDC has been using genomic surveillance t
SARS-CoV-2, the virus that causes COVID-19, and inform public
the severity of iliness it causes, or how well available vaccines &

Testing
Prevent Getting Sick

If You Are Sick Despite the increased attention of Omicron, Delta continues ta

Specific Groups of People

Where has Omicron been Deteci \

Activities, Gatherings & Holidays CDC is working with state and local public health officials to m¢

Territories | AS GuU PR VI MP || FM || PW | MH

Data Table

https://www.cdc.gov/coronavirus/2019-ncov/variants

Legend
No

© Yes

fum

omicron-variant.html
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Updated Guidance for Waste Management

' @i b @ Centers for Disease Control and Prevention T Q CDC Centers for Disease Control and Prevention
CDC 24/7: Saving Lives, Profecting People™ T - i CDC 24/7: Saving Lives, Protecting People™

COovID-19 COVID-19

far Your Health Vaccines Cases & Data Work & School Healthcare Workers Health Depts Science ) Your Health VEEET = Cases & Data Work & School Healthcare Workers Health Depts T

o ore Resourees Guidance for SARS-CoV-2 Point-of-Care and Rapid Testing #¥ More Resources Interim Laboratory Biosafety Guidelines for Handling and
coemAden €DC in Action Processing Specimens Associated with Coronavirus

Global COVID-19 Global COVID-19 Disease 2019 (COVlD-1 9)
| Laboratories Summary of Recent Changes

Laboratories Updated Dec. 10, 2021 Print
| Testing
Updates as of December 10, 2021 Testing
Testing Strategies for SARS-CoV-2
cbe covip-19 Tests Summary of Recent Changes
Antigen Testing Guidelines + Updated waste management guidance
CDC Lab Work
Antibody Testing Guidelines Updates as of December 10, 2021 ~

View Previous Updates

Lab FAQs

Antibody Tests

Data and Reparting * Updated waste management guidance

Nucleic Acid Amplification Tests Key Points
{NAATS)
: Blosafety
e » This guidance provides information on the regulatory requirements for SARS-CoV-2 point-of-care and rapid testing,
it-of - 1
pinrartare pid Testine collecting specimens and performing point-of-care and rapid tests safely and correctly, and information on reporting T S T T View Previous Updates
Pooling Testing test results. - =
+ This guidance is intended for individuals and facilities who are setting up and performing point-of-care testing and is Specimen Collzction
| CDC COVID-19 Tests not intended for specimen self-collection and self-testing.
Lab Warkplace Szfety :
| €D Lo Work ) Key Points
On this Page y
Lab FACS Data & Surveillance * This guidance is intended for clinical laboratory and support staff who handle or process specimens associated with
aerasE Regulatory Requirements for Point-Of-Care and Rapid Testing COVID-19. For guidance on point-of-rare testing, see the Guidance for SARS-CoV-2 Point-of-Care and Rapid Testing
1 Guidance for COVID-19 . . . . -

https://www.cdc.gov/coronavirus/2019-ncov/lab/point-of- https://www.cdc.gov/coronavirus/2019-nCoV/lab/lab-biosafety-
care-testing.html guidelines.html
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CDC Preparedness Portal

https://www.cdc.gov/csels/dls/preparedlabs/covid-19-clinical-calls.html

Prepared Laboratories

Prepared Laboratories = Qutbreak & Response ﬁ o ® @

& Prepared Laboratories

Clinical Laboratory COVID-19 Response Calls

Preparedness Initiatives

Find CLCR call information, | cutresk rspore

transcripts, and audio recordings on Clinical Laboratory

the CDC Preparedness Portal COVID-19 Response Calls

November 2021
R 4 L] L
October 2021 CDC's Division of Laboratory Systems (DLS) convenes regular calls with clinical laboratories to discuss the nation’s clinical
laboratory respense to coronavirus disease (COVID-19). These Clinical Laberatory COVID-19 Response Calls take place every
September 2021 other Monday at 3:00 PM Eastern time. Audio and transcripts are posted online after each call.
August 2021 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
July 2021 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

June 2021 - we are all in this together.
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Next Scheduled CLCR Call

The next call will be on Monday, December 27
from 3:00 PM to 4:00 PM ET




We Want to Hear from You!

Training and Workforce Development

EEE—
ﬁ

Questions about education and training?

Contact LabTrainingNeeds@cdc.gov

. . . . Division of Laboratory Systems Excellent Laboratories, Outstanding Health
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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

28 556 .-
Al I

Participants

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

= |f you are a patient, please direct any questions to your healthcare provider

. . . . Division of Laboratory Systems Excellent Laboratories, Outstanding Health
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Slide decks may contain presentation material from panelists who
are not affiliated 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

Resources for Accurate and Reliable COVID-19 Testing
at CLIA Certificate of Waiver Sites

Nancy Anderson, MMSc, MT(ASCP)

Senior Advisor for Clinical Laboratories
Division of Laboratory Systems

U.S. Department of
Health and Human Services
\wibra Centers for Disease
B Contro | and Prevention




Number of CLIA-Certified Laboratories:

1993 - 2021

350000

M Certificate of Accreditation/Certificate of Compliance Total=322,692
M Provider-Performed Microscopy Procedures Certificate
300000 . _ — 10.0%
M Certificate of Waiver
— 9.6%
250000

200000 80.4%

150000
100000
50000

1993 1995 1997 1999 2001 2003 2005 2007 2009 2011 2013 2015 2017 2019 2021

Data obtained from CMS QIES database, 11/23/2021. Lab types in QIES data are self-reported. Numbers include laboratories in CLIA-exempt states of
NY and WA. Data does not include CLIA Certificate of Registration laboratories or US Department of Defense Laboratories.
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Number of Certificate of Waiver Laboratories: 2018-2021

300,000
Total: 260,047

250,000
200,000
150,000
100,000
50,000

0

2018 2019 2020 2021

Data obtained from CMS QIES database, 12/09/2021
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Number of New Certificate of Waiver Laboratories: 2018-2021

30,000 Total: 28,616

25,000

20,000

15,000

10,000

5,000

2018 2019 2020 2021

Data obtained from CMS QIES database, 12/09/2021
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Implications for Testing Quality in Point-of-Care Sites

Under Certificates of Waiver

* CLIA requirements for waived testing Ehe New Hork Times
are m|n|ma| Nevada Halts Use of Rapid Coronavirus
Tests in Nursing Homes, Citing
— Obtain a Certificate of Waiver Inaccuracies
— Follow the manufacturer’s instructions )
for testing

* Certificate of Waiver sites are not e
. . @S] f w4+
routinely inspected Why Nevada halted the use of rapid

coronavirus tests in nursing homes

. . Division of Laboratory Systems Excellent Laboratories, Outstanding Health




CDC Free Educational Resources

Sel?b
' Test!

Home

Intro

Ready
Set?s
Test!

PATIENT TESTING IS IMPORTANT
Get the right results

READY?

SET?

Get the right results.

http://wwwn.cdc.gov/clla/Resources/WalvedTests /

sRealizar

prushas
0
no realizar
pruebas?

Consideraciones para la
realizacion de pruebas exentas

http://www.cdc.gov/dls/waivedtests

To Test
ol
Not to
Test?

Considerations for
Waived Testing

http://wwwn.cdc.gov/clia/Resources/WaivedTests/

sPreparado?
sMisto?
iYal

REALIZAR PRUEBAS AL PAGIENTE
ES 1NPORTANTE.
Obtenga los resultados correctos.

http://www.cdc.gov/dls/waivedtests

(gl

PATIENT TESTING IS IMPORTANT.

Get the right results.
R EADY? @ Have the latest instructions for ALL of your tests.
SETY

Know how to do tests the right way.
Know how and when to do quality control.

2Preparade?:
sListo?:

]Yal

Make sure you do the right test on the right patient.
Make sure the patient has prepared for the test.
Collect and label the sample the right way.

Follow instructions for quality control and patient tests.
Keep records for all patient and quality control tests.
Follow rules for discarding test materials.
Report all test results to the doctor.

http://www.cdc.gov/dls/waivedtests ;‘%m

ee e 000 eeo

-
Y
Y
'Y

Division of Laboratory Systems

http://www.cdc.gov/dls/waivedtests =

o)

‘Division of Laboratory Systems

Realizar prucbas al paciente es imporiante.

Obtenga los resultados correctos.

o Obtenga las instiucciones mas recientes para TODAS sus pruebas.

Sepa cémo realizar las pruebas de manera correcta,

Sepacomoy cudndo hacer un control de calldad.

www.cdc.gov/waivedtesting

Asegiirese de realizar la prueba correcta al paciente correcto.

Asegiirese de que el paciente se haya preparado para la prueba.

Recolecte y etiquete la muestra de manera correcta.

Siga las instrucciones para las pruehas de control de calidad y del paciente.
Ueve registros de todas las pruebas del paciente y de las pruebas de control de calidad.
Siga las reglas para la eliminacidn de los materiales de las pruehas.

Informe al médico de todos los resultados de las pruebas. _f“"'""

Excellent Laboratories, Outstanding Health



http://www.cdc.gov/waivedtesting

Ready? Set? Test!

* Explains the waived testing process and :

how to help ensure accurate and READY?
reliable testing @@WZ)

Intended to assist those who perform

CLIA-waived testing TEST!

Booklet and poster available in English PATIENT TESTING
and Spanish IS IMPORTANT.

Get the right results.

http://wwwn.cdc.gov/clla/Resources/WalvedTests /

. . . Division of Laboratory Systems Excellent Laboratories, Outstanding Health



Ready? ~
%,

Ready? Set? Test! Online Course:

New Update Available

Ready?=
e
Test!

PATIENT TESTING IS IMPORTANT

Get the right results

START COURSE

Division of Laboratory Systems

Scenarios

Free course with continuing education credit
available on CDC TRAIN

Knowledge check questions throughout the
course to reinforce learning

Templates, checklists, resources to
save/download

Scenarios — nursing home, hospital, doctor’s
office

www.cdc.gov/labtraining/training-courses/ready-
set-test.html

Excellent Laboratories, Outstanding Health
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To Test or Not to Test?

e Booklet describes considerations

when beginning to test or adding a To TBS"'

test to your menu

* Intended to assist those who want to N @[P
ot to

initiate or direct CLIA-waived testing

* Contains helpful information for Tes'l'?

physician offices and all point-of-care Considafations for
. Waived Testing
S ett I n g S http://wwwn.cdc.gov/clia/Resources/WaivedTes/

. . . Division of Laboratory Systems Excellent Laboratories, Outstanding Health



Waived Testing Self-Assessment Checklist

* Voluntary checklist tool to help ensure good testing practices and reliable, high
qguality test results when performing CLIA-waived testing

* Designed to supplement the Ready? Set? Test! and To Test or Not to Test? booklets

YES | nO [ N/A

REGULATORY REQUIREMENTS

Do you have a current

ions R-‘EArDy YES NO | N/A

Do you renew the Cer

Do you clean work sup-

Do you perform only € YES | NO | N/A

Do you perform testil

Do you follow any add

Do you follow the manulf]

volume needed for testir TEST YES | NO | N/A

Do you check inventa 5 Tollow instructi
testing? 0 you toliow Instructiofp, you document that all staff have satisfactorily completed initial training before performing

Do you check and rec

Do you only use unproce| temperature checks, blood collection, sample testing, and reporting patient results?

Do you check patient ide Do you test samples that are properly collected or handled?

Do you have the current manufacturer’s instructions or a quick reference guide at the work station?

Do you follow the manufacturer’s instructions in the exact order?

Division of Laboratory Systems Excellent Laboratories, Outstanding Health



Guidance for Point-of-Care and Rapid Testing

CDC Centers for Disease Control and Prevention

P u r p o S e e CDC 2477 Saving Lves. Frofecting Peopia™
COVID-19

@‘ Your Health Vaccines

To provide guidance on the regulatory
requirements for SARS-CoV-2 point-of-

care (POC) testing, using POC tests
safely, and information on reporting | e

POC test results

Antigen Testing Guidelines

 More Resources

Testing

Antibody Testing Guidelines

Antibody Tests

https://www.cdc.gov/coronavirus/2019
-ncov/lab/point-of-care-testing.html

Pocling Testing

CDC COVID-19 Tests

| CDC Lab work

.... Division of Laboratory Systems

Cases & Data Work & School Healthcare Workers Health Depts Science

Guidance for SARS-CoV-2 Point-of-Care and Rapid Testing

Updated July 8, 2021 Print

Summary of Recent Changes

Revisions were made on March 8, 2021 to reflect the following:

= Edited “Regulatery Requirements for Point-of-Care and Rapid Testing” section to add updated Centers for
Medicare & Medicaid Services (CMS) guidance for SARS-CoV-2 point-of-care tests and Clinical Laboratory
Improvement Amendments (CLIA) Certificates of Waiver.

* Added new training resources from manufacturers of SARS-CoV-2 point-of-care and rapid tests.

* Added a link to CDC'’s Biological Risk Management for Point-of-Care Testing Sites.

View Previous Updates

Key Points

* This guidance provides information on the regulatory requirements for SARS-CoV-2 point-of-care and rapid testing,
collecting specimens and performing point-of-care and rapid tests safely and correctly, and information on reporting
test results.

+ This guidance is intended for individuals and facilities who are setting up and performing point-of-care testing and is
not intended for specimen self-collection and self-testing.

Excellent Laboratories, Outstanding Health
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CDC Point-of-Care Testing Infographics

e COVID-19 Point-of-Care Batch Testing Tips ‘Bﬁﬂﬂ'lﬁs';.",jﬂ]ﬁ'_;““

— https://www.cdc.gov/coronavirus/2019- e e D

ncov/downloads/lab/COVID-19-batch-testing-tips.pdf p

B | NASOPHARYNGEAL (NP)
 Nasal Mid-Turbinate (NMT) Specimen Collection Steps SPECIMEN COLLECTION STEPS
— https://www.cdc.gov/coronavirus/2019-

ncov/downloads/lab/NMT Specimen Collection Infographic

FINAL 508.pdf @ 1 NASAL MID-TURBINATE (NMT)
SPECIMEN COLLECTION STEPS

-Ensuvethat recommended p e equipment (PPE) is worn when II ng p cimens. This I des g\ ves,
rotection (fac hld gggl s), al d n N-95 or higher-level respirator (or surgic \makf espirator is

w pair for each patient; properly remove old pair and discard into a biohazard waste container.

* Nasopharyngeal (NP) Specimen Collection Steps

— https://www.cdc.gov/coronavirus/2019-
ncov/downloads/lab/NP Specimen Collection Infographic Fl
NAL 508.pdf
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https://www.cdc.gov/coronavirus/2019-ncov/downloads/lab/COVID-19-batch-testing-tips.pdf
https://www.cdc.gov/coronavirus/2019-ncov/downloads/lab/NMT_Specimen_Collection_Infographic_FINAL_508.pdf
https://www.cdc.gov/coronavirus/2019-ncov/downloads/lab/NP_Specimen_Collection_Infographic_FINAL_508.pdf

Guidance for Antigen Testing

CDC

i CDC 24/7: Saving Lives, Profecting Pecple™

Purpose

COVID-19

‘@ Your Health Vaccines

To support effective use of antigen
tests for different testing situations

Global COVID-19

I Laboratories

https://www.cdc.gov/coronavirus/20 | e

Testing Strategies for SARS-CoV-2

19-ncov/lab/resources/antigen-tests-

Antibody Testing Guidelines

guidelines.html

Nucleic Acid Amplification Tests
(NAAT:)

Point-of-Care & Rapid Testing

Pooling Testing

CDC COVID-19 Tests

CDC Lab Work

.... Division of Laboratory Systems

Centers for Disease Control and Prevention

Cases & Data Work & School Healthcare Workers Health Depts Science

Interim Guidance for Antigen Testing for SARS-CoV-2

Updated Sept. 9, 2021 Print

Summary of Recent Changes

Updates as of September 9, 2021

+ Updated footnotes for the Antigen Test Algorithm for Congregate Living Settings.

View Previous Updates

Key Points

+ This interim guidance is intended for healthcare providers who order antigen tests, receive antigen test results, or
perform point-of-care testing, as well as for laboratory professionals who perform antigen testing in a laboratory
setting or at the point-of-care and report those results.

+ The purpose of this interim technical guidance is to support effective clinical and public health use of antigen tests for
different testing situations.

+ This guidance applies to all clinical and culturally responsive, accessible, and available consumer uses of antigen tests
and is not specific to any particular age group.

Excellent Laboratories, Outstanding Health
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Tips for Rapid Antigen Tests

BD VERITOR™ PLUS SYSTEM FOR RAPID DETECTION OF SARS-COV-2 [~ QUIDEL® SOFIA® SARS ANTIGEN FLUORESCENT IMMUNOASSAY (FIA)
HELPFUL TESTING TIPS AND QUIDEL® SOFIA2°® FLU + SARS ANTIGEN FIA
= HELPFUL TESTING TIPS

HELPFUL TESTING TIPS

ABBOTT BINAXNOW™ COVID-19 AG CARD TEST {c!ﬁ\ I

BD Veritor™ Plus System Sofia” & Sofia2

This document is a supplement to the manufacturer's bbbt This document is a supplement to the manufacturer’s instructions and is intended to provide helpful testing tips when using the BD Veritor™ This document is a supplement to the manufacturer’s instructions and is intended to provide helpful testing tips when

instructions and is intended to provide helpful testing tips %‘ Plus System for Rapid Detection of SARS-CoV-2. To ensure accurate performance of this test, please refer to the package insert or Instructions using the Quidel* Sofia® Antigen Immuncassays. This document has been developed specifically for the Quidel® Sofia®

when using the Abbott BinaxNOW™ COVID-19 Ag Card test. % for Use for complete details on how to perform the test. Additional instructions can be found at point-of-care (POC) tests. To ensure accurate performance of these tests, please refer to the package insert or Instructions
https://www.fda.gov/media/139755/download. for Use. Additional instructions can be found at www.fda.gov/media/137885/download.

To ensure accurate performance of this test, please refer

to the package insert or Instructions for Use for complete For information on the BD Veritor™ system please view the manufacturer’s website here https://www.bdveritor.com/.* For information on the Quidel® Sofia® POC tests, please view the manufacturer’s website at www.quidel com.*

details on how to perform the test. Additional instructions
can be found at fd dia/14157 d.

COVID-19Ag CARD

Abbott

For information on the Abbott BinaxNOW™ COVID-19 Ag

CardTest, please view the manufacturer’s website at
lobalooi

https://

product-i Hati o P

navica-binaxnow-ag-training.html.

*Use of trad. and sources is for identification only and does not imply endorsement by the Centers for Disease Control and Prevention, “ Use of trade names and commercial sources is for identification only and does not imply endorsement by the Centers for Disease Control and

* Use of trade names and commercial sources is for identification only and does not imply endorsement by the Centers for Disease Control and
the Public Health Service, or the U.S. Department of Health and Human Services. Prevention, the Public Health Service, or the U.S. Department of Health and Human Services.

Prevention, the Public Health Service, or the U.S. Department of Health and Human Services.

https://www.cdc.gov/coronavirus/2019-ncov/lab/point-of-care-testing.html
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Laboratory Biosafety Guidelines for Handling and

Processing Specimens

CDC Centers for Disease Confrol and Prevention cearch COVID1G Q
! CDC 24/7: Saving Lives, Protecting Peaple™ Search COVID-13

Purpose COVID-19

1 Your Health Vaccines Cases & Data Work & School Healthcare Workers Health Depts Science

To prOVide support to pUbIlC health and i More esources Interim Laboratory Biosafety Guidelines for Handling and

CDCinAction Processing Specimens Associated with Coronavirus

clinical laboratories through Disease 2019 (COVID-19)
development of laboratory biosafety —

Testing

gu i d ance €DC COVID-18 Tests Summary of Recent Changes
CDC Lab Work
Updates as of Oct 26, 2021
Lab FAQSs

+ Added definition for aerosols and droplets

https://www.cdc.gov/coronavirus/2019 e———

Blosafety » Added shipping instructions

-nCoV/lab/lab-biosafety-guidelines.html A

Specimen Collectio

View Previous Updates
Lab Workplace Safety

Data & Surveillance

Key Points
Guidance for COVID-19
+ This guidance is intended for clinical laboratory and support staff who handle or process specimens associated with
Communication Resources COVID-19. Guidance for Point-Of-Care Testing can be found here.

. . . . Division of Laboratory Systems Excellent Laboratories, Outstanding Health
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Biological Risk Management for Point-of-Care

Testing Sites

Purpose

To explain how to conduct a risk

[ @ Centers for Disease Control and Prevention
CDC 24/7: Saving Lives, Protecting People™

search Q

Advanced Search

Division of Labor.

ry Systems (DLS)

DLS Home

A DLS Home

About Us

LIvVD Mapping Tool for SARS-CoV-

management and focus on the risks of

working with specimens that contain

harmful biological material while
performing POC testing

https://www.cdc.gov/csels/dls/point-of-

Strengthening Clinical
Laboratories

CDC's Laboratory Qutreach
Communication System (LOCS)

Laboratory Communicators’
Network

Free Educational Materials for
Public Health and Clinical

Laboratories

Competency Guidelines for
Laboratory Professionals

CDC Biorepository

care-testing.html

Division of Laboratory Systems

Biological Risk Assessment:
General Considerations for
Laboratories

Lab Week

Get Fmail Indates

6 OO 9

Biological Risk Management for Point-of-Care Testing
Sites

Point-of-Care Testing Staff Support Health and Reduce Risk

As someone who delivers point-of-care (POC) testing, you help people understand their health status. You collect
specimens that contain biological material, such as blood or saliva, from people to test and determine what is making
them sick. The results from these tests can help the people you serve make informed decisions about what to do next.

From the time you start each testing process until you finish, there are risks involved. Use this guidance to help make
sure you reduce those risks as much as possible to keep you and your coworkers, patients, customers, family, and
community safe and healthy while you perform POC tests. Learn how to evaluate and reduce risks using the
information below; learn why risk assessment is important in your role here.

Perform Risk Management Using these Five Steps
Risk management is a five-step process of identifying and analyzing risks and taking steps to reduce or eliminate them.

Step 1:
Identify hazards and risks

Step 5: Evaluate Step 2: Assess
whether the controls the risks

are effective

Stap 4: Put the
controls into practice

Step 3: Choose controls
that reduce the risks

Excellent Laboratories, Outstanding Health
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Reporting COVID-19 Laboratory Data

| b [ @ Centers for Disease Control and Prevention Search COVID-19 Q

P u r p o S e CDC 24/7: Saving Lives, Protecting People™

CoviD-19

'ﬁﬁ Your Health Vaccines Cases & Data Work & School Healthcare Workers Health Depts Science

To provide guidance on the reporting
. . A More Resources How to Report COVID-19 Laboratory Data
requirements for laboratories

Global COVID-19

Laboratories Summary of Recent Changes

Testing

https://www.cdc.gov/coronavirus/2019

CDC COVID-19 Tests

-ncov/lab/reporting-lab-data.html| e 20200

Lab FAQs = Towhom long-term care facilities (LCTFs) should report point-of-care antigen testing data under “Who must
report” and “How to report”™,

Data and Reporting

Reporting Lab Data

On This Page
Reporting SARS-CoV-2 Sequencing
Resuits Whao must report Assistance with Electronic Repaorting
Calculating Percent Positivity What to report FAQs

Biosafety X _
Using Standard Terminology

Data & Surveillance
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Additional Guidance for CLIA Certificates of Waiver

and Point-of-Care Testing

1@ b {@® Centers for Disease Control and Prevention e — Q
() CDC 24/7; Saving Lives, Protecting People™ ST G

* CDC Information for Laboratories about COVID-19 coviD19

— htt pS //WWW Cd C. gov/co ron aV| ru 5/20 19_ ¥ ; aestDasl | Worlde schoall I Heaiicars Workerst ! Heaith Depes
N COV/l d b/| n d ex. htm | A More Resources Information for Laboratories about Coronavirus (COVID-

CDC i Action 19)
e FDA COVID-19 and Medical Devices

vices / Medical Device Safety / Emergency Situations (Medical Devices) / Coronavirus (COVID-19) and Medical Devices

— https://www.fda.gov/medical-devices/emergency- Coronavirus (COVID-19) and Medical Devices
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The Centers for Medicare & Medicaid Services (CMS) regulates all Iaboratory testing (except research) performed on humans in the
U.S. through the Clinical Laboratory Improvement Amendments (CLIA). In total, CLIA covers approximately 280,000 laboratory

ral Register entities. The Division of Clinical Laboratory Improvement & Quality, within the Quality, Safety & Oversight Group, under the Center
for Clinical Standards and Quality (CCSQ) has the responsibility for implementing the CLIA Program.
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https://www.cdc.gov/coronavirus/2019-nCoV/lab/index.html
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/coronavirus-covid-19-and-medical-devices
https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA

For more information, please contact Centers for Disease Control and Prevention

1600 Clifton Road NE, Atlanta, GA 30333
Telephone: 1-800-CDC-INFO (232-4636)/TTY: 1-888-232-6348
E-mail: cdcinfo@cdc.gov | Web: www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the official position of the
Centers for Disease Control and Prevention.

Use of trade names and commercial sources is for identification only and does not imply endorsement by the Centers for
Disease Control and Prevention, the Public Health Service, or the U.S. Department of Health and Human Services.
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Center for Surveillance, Epidemiology, and Laboratory Services

FDA Update

Tim Stenzel
US Food and Drug Administration (FDA)

U.S. Department of

Health and Human Services
Centers for Disease

Control and Prevention




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

pIY U.S. FOOD & DRUG

ADMINISTRATION
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Center for Surveillance, Epidemiology, and Laboratory Services

SARS-CoV-2 Variants Update

John Barnes
CDC Laboratory and Testing Task Force for the COVID-19 Response

U.S. Department of
Health and Human Services
Centers for Disease

' Control and Prevention




CDC Social Media

https://www.facebook.com/CDC o g
https://www.instagram.com/cdcgov 0
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