Clinical Laboratory COVID-19 Response Call

Monday, June 28, 2021, at 3:00 PM EDT

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

* Public Health Laboratory Support of Point-of-Care Testing Sites
— Sanjib Bhattacharyya, City of Milwaukee Health Department

* Over-the-Counter Tests and CLIA
— Amy Zale, Centers for Medicare & Medicaid Services (CMS)
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New Online Biological Risk Assessment Resource

for Point-of-Care Testing Sites

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

o Biological Risk Management for Point-of-Care Testing
About Us Sites
LIvVD Mapping Tool for SARS-CoV-
2 Tests Point-of-Care Testing Staff Support Health and Reduce Risk
o A u d I e n C e I S p O I n t- Of_ Ca re te St I n g S Ite Strengthening Clinica As someone who delivers peint-of-care (POC) testing, you help people understand their health status. You collect

Laboratories specimens that contain biclogical material, such as blood or saliva, from people to test and determine what is making
m a n a ge rS a n d Sta ff them sick. The results from these tests can help the people you serve make informed decisions about what to do next.

CDC's Laboratory Outreach

Communication System (LOCS) 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
r] r] n n Laboratory Communicators’ )
o F I d C D C S ge e ra I g u I d a C e O rl S k Y ; information below: learn why risk assessment is important in your role here.

MNetwork

Mana ge me nt, I i S k dassessme nt; an d more Free Educational Materials for Perform Risk Management Using these Five Steps

Public Health and Clinical
Laboratories

* Download a job hazard analysis template

Laboratory Professionals

to u S e O n S ite CDC Biorepasitory Isdt:gr:fy hazards and risks

Biclogical Risk Assessment:

Risk management is a five-step process of identifying and analyzing risks and taking steps to reduce or eliminate them.

Step 5: Evaluate
whether the controls
are effective

Step 2: Assess
the risks

General Considerations for
Laboratories

Lab Week

Step 4: Put the Step 3: Choose contrals
controls into practice that reduce the risks

Get Email Updates
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https://www.cdc.gov/csels/dls/point-of-care-testing.html

Packing and Shipping Job Aid

https://www.cdc.gov/labtraining/docs/job aids/covid 19/COVID-19-Pack-and-Ship-Job-Aid-508.pptx

A quick reference guide for personnel

trained to pack and ship suspected or SARS-CoV-2 Specimens: °
confirmed SARS-CoV-2 specimens as UN Packing and Shipping <=
3373 Biological Substance, Category B

Personnel must be trained to pack and ship suspected or confirmed SARS-CoV-2
specimens according to the regulations and in a manner that corresponds to

their function-specific responsibilities. This job aid is not a substitute for the

required training to pack and ship infectious substances, but instead serves as a
quick reference guide adapted from the CDC Laboratory Training course )
Packing and Shipping Dangerous Goods: What the Laboratory Staff Must Know. CdC-QOWCOl'OllaVII'“S
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https://www.cdc.gov/labtraining/docs/job_aids/covid_19/COVID-19-Pack-and-Ship-Job-Aid-508.pptx

CDC Preparedness Portal

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

Prepared Laboratories = Outbreak & Response ‘3 0 @ @

A Prepared Laboratories

Clinical Laboratory COVID-19 Response Calls

Preparedness Initiatives

| Outbreak & Response

Find CLCR call information,

transcripts, and audio recordings Clinical Laboratory

on the CDC Preparedness Portal _COVID-19 Response Calls

May 2021

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

March 2021
To submit questions for consideration, email DLSinquiries@cdc.gov in advance or use the question and answer (Q&A)
February 2021 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
January 2021 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.
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https://www.cdc.gov/csels/dls/preparedlabs/covid-19-clinical-calls.html

Schedule for Clinical Laboratory COVID-19 Response Calls

The next call will be on Monday, July 12 from
3:00 PM to 4:00 PM EDT




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


mailto:labtrainingneeds@cdc.gov

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


mailto:media@cdc.gov

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.

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




Center for Surveillance, Epidemiology, and Laboratory Services

Public Health Laboratory Support
of Point-of-Care Testing Sites

Sanjib Bhattacharyya
City of Milwaukee Health Department




COVID-19 POC TESTING FOR PUBLIC HEALTH
IN NON-TRADITIONAL TESTING SITES

BEST PRACTICES AND REGULATORY CONSIDERATIONS

@MKEhealth

SANJIB BHATI'ACHARYYA, PH.D.
He/HIM/HIS
LABORATORY DIRECTOR

SPECIAL DEPUTY HEALTH COMMISSIONER
City OF MILWAUKEE HEALTH DEPARTMEN

ADJUNCT FACULTY, JOSEPH J. ZILBER SCHOOL OF PUBLI
CLINICAL ASSOCIATE PROFESSOR, COLLEGE OF HEALTH
UNIVERSITY OF WISCONSIN-MILWAUKEE

CDC DIVISION OF LABORATORY SYSTEMS CLINICAL LABORATORY COVID-19 RESP
JUNE 28, 2021



MHD’s MISSION & APPROACH

ADVANCE THE HEALTH AND EQUITY OF MILWAUKEEANS THROUGH SCIENCE, INNOVATION, AND LEADERSHIP

Innovation

« Technology, data and partnering
» |ldentify non-traditional community sites for analyzer deployment

» Sites that support high risk and/or underserved populations to advance the health and equity of
Milwaukeeans

Science
« Provide training, supplies and resources
Leadership

- Educate on best practices, work flows and reporting
« Monitor site testing patterns and demands
Quality

- Continuously improve and adapt to create sustainable and positive health outcomes
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MILWAUKEE HEALTH LABORATORY

SCIENCE & HEALTH EQUITY CENTRIC PRACTICE
IN A LOCAL PUBLIC HELATH LABORATORY

-Since 1874

-Totally rebuilt 1957 - 2000

- One of the 2 BSL-3 Labs in WI
-TB and high priority
pathogens rule out
-Renovated 2003

-Keenan Health Center
-TB control, HIV and STI clinic
-Family planning testing
‘Expanding STl services

Clinical Laboratory Improvement
Amendment (CLIA)- CMS
Wisconsin Department of
Agriculture, Trade & Consumer
Protection (DATCP)

Wisconsin Department of Natural
Resources (DNR)

American Industrial Hygiene
Association (AIHA)

Centers for Disease Control and
Prevention (CDC)

Federal Select Agent Program
World Health Organization (WHO)

CITY OF MILWAUKEE ety S S Vil
@ HEALTH DEPARTMENT 2 01° Aw:rd- AF;?—ISE éaok{;’)r L

!

@ RightCycle Comtcsmect | |
— Environmental Impact

Pseriss

City of Milwaukee Health Dept Lab




QUALITY CONTROL AND WORKFORCE

1. Adhere to Quality Control Practices (ISO, CLIA, ’ ||:_—'“—
LEAN) £ 1‘7-?

2. Workforce development- students, interns and 28
faculty development

3. Partnership with clinical, academic, corporate-
exploring non-traditional system partners

4. Explore sustained funding

Collaborations for Applied Resea rch
CITY OF MILWAUKEE

\_ 9 HEALTH DEPARTMENT
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COVID-19 RESPONSE



WRBAN MULTI-STAKEHOLDER
MIEWAUREE RESPONSE TO COVID-19

PRESS RELEASE
First Coronavirus (COVID-19) Case RELATIONSHIPS BETWEEN ENTITIES TO

Confirmed in the City of Milwaukee ADDRESSING SYSTEMIC REGIONAL CHALLENGES

By City of Milwaukee Health Department - Mar 13th, 2020 07:23 pm

MILWAUKEE- The City of Milwaukee Health
Department (MHD) has confirmed Milwaukee's first
presumptive case of novel coronavirus, COVID-19,
health officials announced today. The State of

Wisconsin Department of Health Services (DHS) has

issued guidelines for ending isolation and COVID-19
quarantine for patients. Efforts
ok
MHD has been preparing for this through our P
Democratic National Convention (DNC) =
preparations and experience managing other %"aq% B & oot
outbreaks ranging from HIN1 influenza in 2009- County G
2010 and vaccine preventable disease. ——
2 Contracted
“Now is the time to remember that we all have the %% s

ability to help slow the spread of the iliness and Wonizatons

protect our fellow Milwaukeeans. Figure courtesy: Erika Petterson

https://chealthc.info/art-gallery/
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MKE U.E.O.C PUBLIC HEALTH COLLABORATIVE | STRUCTURE

r Nnsors:
Local Elected Leaders, State Leaders, Public Health
Entities, Health Care, Business, Civic, local
Community, Academia

| Medical | i  StateEOC @ \
@ Medical | Duty Officers @ " Local EOCs

|
|
. Liaison !
! Local Health Officers ' :
- Dlrector ) ( ) . County OEM | o
Safety / Risk Operations Logistics Section Fire/EMS Law Enf. Planning Public Health Healthcare Public Info.
Local Fire Dept. Section County OEM Local FD Local FD Chiefs Section PHOs HERC 7 Center
MKE Health Dept MHD & OEM County OEM (Multiple) OEM NSFR &CEX
Data & Employers &
= vIiD A Measurement Businesses
Va:::gnation Community Reporting .
Coordination Resilience GFHD & OEM Education
MHCP, MHD & MCW DHHS (K4-12 & Colleges
: STAC PH/Medic Al and Universities)

Testing Initiative
MHCP

Updated: 3/10/2021 y



GEOGRAPHIC SERVICE DISTRIBUTION

PHL TESTING GROUP STRATEGIES
COMMUNITY HEALTH CENTERS & HEALTH SYSTEMS

ot sl R il e i J ; ST R
e - 4
e O 7
[+] 3 oo oyl
- (] QO-- PR F:.
om_‘% Og U =
| °a g -,
== S e N ~ Number of cases
et | Positi_u'ef:ﬂ
Number of T T . 0 20
p“':_erg’ “iia 1. Place-Based Testing- Clinical, Reference, Surveillance
o e .
O — and Responding to Outbreaks
0 20 X g
2. Expand Health Care Provider Testing

Community Outreach and Education

- CITY OF MILWAUKEE 4. Measurement and Reporting
\_ 5 HEALTH DEPARTMENT

-
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SARS-COV-2 TEST UTILIZATION

TESTING AND TECHNOLOGY DIVERSITY

Weekly activity
wekly activity Daily test volume updated 6/25/2021 90352 AM

1300 Linked Test |d
B CDCPCR
1200 ® Flu Covid Cambo PCR
1100 W GenaXpart )
oo , S:IT::irert Multiplex
900 W TagPath
§ E; -’:I:
H 2
£ 600
500
e
100
i
Community, Academic & PHL " Weekof FinaiDate
Partnerships .I I. s e
- MHDL (in-house PCR, sequencing) = 5 —valay
H B rnone | e
UW-Madison, WSLH, CDC . 34 i
- Corporate partnering .o m o
.. . . h W 659 W E15%
(Bioinformatics- data analysis m s m e
consult) - : i
- . - - - W B3
- Epidemiologist's contribution to T o o U -~ v -ty v oyyeycs:
e f,},,e e% ;.a "’%9"‘3“9 %E ”% i, ,P e aJc, 2, *oe Erg@daca i ga @ s rnay

: i
"o a -> -3, 515 uuuuuuuuuuuuuuuuuuu
identify hot spots " o0y Ry SEEEEHEEEEEEEREEEE:

___________________
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WHAT IS POC?

TESTING THAT IS PERFORMED OUTSIDE OF A LABORATORY SETTING

19



BACKGROUND

« March 2020

« Abbott receives EUA for the fastest

available molecular point-of-care
(POC) test for detection of COVID-19

« April 2020

« HHS provides Abbott ID Now
instruments to public health
jurisdictions to best meet testing
priorities

« Milwaukee makes national news as
COVID cases & deaths rise
disproportionately in minority
populations

« WI DHS, WSLH & MHDL strategize

utilization of ID Now POC units
within Milwaukee communities

Wisconsin COVID-19 Molecular Testing Capacity

Laboratories actively testing

137

Laboratories planning to test

16

Current state capacity (tests/day)
Last Undated: 205(2021 1:46:00 P4

59,273

60,000

50,000

g 3
g S

Total Capacity

70,000

10,000

COVID-19 Testing Capacity Over Time
last updated Z/5/2021 1:45:57 PM
updated once a

day

4/1- W1
COVID-19 Lab
Test Capacity

(3,482)

v

Mar 1, 70 May 1, 70

Jul 1, 20 sep 1, 20
Report Date

Nov 1, 20 Jan1, 21

Dala collected by voluntary reporting from public, private, and commiercial laboratorizs in Wisconsin, ALl data are estimates and do not reflect actual number of tests performed in the

state. Capacity is dependent on availability of test supplies and adequate staffing

20



INCREASING CAPACITY FOR
PUBLIC HEALTH

11D NOW
Analyzer

15 1D NOW
Analyzers

5 day week,
8 hour
operation
test site

15- 5 day
week, 8 hour
operation
test sites

160
increase in
fest
capacity

2,400
increase in
test capacity

21



RAPID POC ID DEPLOYMENT SITES

Location

Type

Homeless
Shelter/
Isolation
Facility

Student
Health
Center

Correction
al Facility

Fire
Departme
nt/ EMS

Clinical
Service
Provider

# of
locations
2

Population Served

Residents and staff
at shelters

College students
including those in
dorm setting

Inmates and staff

Emergency personal

Un- & Underinsured,
employees caring
for vulnerable
populations

CITY OF MILWAUKEE

HEALTH DEPARTMENT

Allow for housing placement

Mitigate spread in dormitory
and non-compliant
population

Able to place inmates sooner
and limit need for isclation

Mitigate spread and
determine guarantine needs
rapidly to prevent spread to
other EMS persannel; support
other agencies

Provide access to
underserved populations

Challenges

Qualified staff to perform
testing Appropriate physical
space

Streamlining reporting
requirements

Establishing dedicated super
users to ensure regulatory &
reporting requirements met

Creating employee/workplace
testing policy/procedures

On-going manual data
submission

LIVING YOUR BEST LIFE.

@

>
e —
’ o 1D NOAW wenat
L 2
o
‘o
*
*Milwaukee
&
L
DN
@

.y
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Planning

Team
Selection

Outreach

- Administration (Clinical Services Deputy Commissioner, Laboratory Director)
- Preparedness/Testing Coordinator

- Laboratory Operations Manager

- Technical Staff/Laboratory Scientists

- ldentified who would train, what content would be, where & when, how the forma be
- Attended Abbott Virtual ID Now Training Session

- Reviewed Manuals, Instructions for Use, EUA and package inserts

- Reviewed CLIA Waived Testing Guidance documents

- Developed standard training guide

- Modified/created user friendly quality logs (temperature, QC) per CLIA requirements

- Created competency assessment documentation and FAQ for non-traditional settings
- Developed a standard site survey for use in assessing physical space and site capability

- Reached out to other state PHL's to learn about their deployment approach
- Pre-screen calls with partners to gauge interest and applicability to their setting
- Focus on local partners to increase access to diverse, high risk, underserved

populations

.. . . . .
ole - 9 DI LE - o 9 O - eleliele e C Qe -
-l ! L - - | - A
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SITE ASSESSMENT TooL

1. Certification, Oversight, and Educational Considerations

Does the site have a CLIA license?

D Yes

DNo

If yes, what is their CLIA certificate #7?

Is there medical oversight?

D Yes

DNO

If yes, name and credentials?

What is the educational/training background
for “super-user”?

2. Operational Location Considerations

Does the facility have a designated work
space that is clean, flat, level and stable
within reach of 120V electrical outlet?

D Yes

DNO

Can the work space accommodate ID Now
unit and safety hood?

D Yes

DNO

Is the workspace out of direct sunlight?

|:| Yes

DNO

Does the workspace have a temperature
range within 50° - 86°F, and room relative
humidity 10-80%, non-condensing?

D Yes

EINo

Can the unit remain in the same location for

traffic areas?

an extended period of time? (QC must be [ves ] no
done every time unit is moved.)
Will the unit be secluded and away from high

y g D Yes |:| No

Initial site identified....

T —— =

Site identified at same
building after quality/safety
and test training visit...

24



SITE ASSESSMENT CONTINUES........

J. Safety Considerations

Does the facility have appropriate PPE for the
operators collecting specimens and
performing the test? (e.qg. gloves, disposable
coats, masks, protective eye wear._ eic.)

Does the facility have the ability to dispose of
biohazardous waste?

OYes O No

OYes O No

4. Reporting

Does the facility have the ability to fax or
email daily count of tests performed including OYes O No
positive/negative/invalid patient results?
Does the facility have access or a
mechanism in place for reportable result
reporting to MHD/DHS/WEDSS? Testing
facilities are required to report all positive
and negative results to the appropriate health
authorities.

OYes O No

25



PARTNERS UNDERSTANDING ON SITE SPECS

5. Partner Acknowledgement

Partner acknowledges that all requirements above
have been, or will be, implemented prior to system Oves [ no
installation and training.

Partner acknowledges that all testing will follow
manufacturer’s guidelines for performing COVID- [dves [ no
19 testing on the Abbott ID NOW instrument.

Partner acknowledges that testing is intended only
for persons that may have been exposed to the
virus based on signs and symptoms, and/or
because an individual:
« has lived in or has recently traveled to a D Yes D No
high prevalence COVID-19 location
+« has been in close contact with a suspected
or confirmed case of COVID-19
Partner acknowledges that a negative result does
not rule out COVID-19 and should not be used
as the sole basis for treatment or patient
management decisions, especially if the patient’'s D D
medical, travel, or contact history suggests a Yes No
strong likelihood of infection. Negative results must
be combined with clinical observations, patient
history, and epidemiological information.

If any of the previous questions are answered “no”, review will be performed to
determine what measure(s) may be taken to qualify a site for placement. A “no”
response does not automatically disqualify the facility from receiving a unit.




TRAINING

" PROVIDED ON-SITE TRAINING UTILIZING
¥ STANDARD TRAINING GUIDE

During training, completed initial
competency documentation

printed resources including CLIA & Waived
Testing Booklet, Abbott training links

COORDINATED WITH WI STATE LAB TO
ESTABLISH WEB-BASED LABORATORY
REPORTING AND TRAINING

i‘. CITY OF MILWAUKEE

\_'5/ HEALTH DEPARTMENT

Issued a binder with instrument manual and PATIENT TESTING

READY?
SET?

TESTI

IS IMPORTANT.
Got the right results.

wttpe/ jumnrn edegov, elia/ Hacoareas WahedTosts /

———

https://www.cdc.gov/clia/
docs/waived-tests/ready-
set-test-booklet.pdf
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WORKLOAD

COMMUNITY SITE DISTRIBUTIONS

2020 - Number of Tests Performed 2021 - Number of Tests Performed
383 488

» Homeless Shelter » Student Health Centers » Homeless Shelter » Student Health Centers

= Correctional Facilities = Fire Dept./Clare Hall = Correctional Facilities = Fire Dept./Clare Hall

s Clinical Service Providers = Clinical Service Providers

CITY OF MILWAUKEE
HEALTH DEPARTMENT

28



CONTINUOUS QUALITY IMPROVEMENT

Confirmatory
PCR Test
Support

Continued On-Going

Communication Quality ;Vet?ﬂ"i Test
& Site Visits Activities S EEl

Reporting
System
Reviews for
Compliance

8 1 308 25

9

10

11

12

201

307

290

256

38

17

5
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COST & TIME CONSIDERATIONS

- Equipment, hardware & software
« Service plan
« Electronic reporting mechanism

« Supplies (for start-up, training and
competency)- ongoing costs

» Staff resources

» Provide training/setup before go live
» Be flexible

« Plan for continuous improvement; it's
ok if the plan is not perfect!

 Provide information in advance; but
plan to emphasize in trainings and
follow up communications

Planning
Planning

Develop Training Plan & Tools

Qutreach
Site 1 Fire Department
Planning Call
Site Visit
Training
Go-Live

Site 2 Student Health
iModeratelv Comolex)

Planning Call
Site Visit
Training

Planning Call
Site Visit
Training
Go-Live

4/20/20
472230

5/1f20

s/12/20
5/13/20
5/15/20

5/18/20

5/13/20
5/15/20
5/20/20

5/25/20

5/18/20
s/22{20
5/27/20
5/30/20

5/1/20
5/3/20
6/1/20

5/12/20
5/13/20
5/15/20

5/18/20

§/13/20
5/15/20
5/20/20

5/25/20

5/19/20
5/22/20
5/27/20

5/30f20

Aps 20, 2020 Apr 27. 2020 May 4.2020 May11. 2020 May 18. 2020 May 25,2020 Jur
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LESSONS LEARNED

Important to establish that the site is a considered a LAB- especially important for state
reporting obligations (especially for sites accustomed to CLIA Certificate of Waiver)

Routine Communication and on-site training are key to compliance success

Ideal to have a dedicated POC Coordinator with the Health Department Lab to
manage the process

Everything works best if there is a site owner at the non-traditional testing site!!!

Important to not only consider cost to implement POC, but what is the cost if it isn’t

31



LIVING YOUR

LIVING YOUR
BEST LIFE.

CITY OF MILWAUKEE
H*‘t ‘> HEALTH DEPARTMENT

LIVING YOUR BEST LIFE.
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Center for Surveillance, Epidemiology, and Laboratory Services

Over-the-Counter Tests and CLIA

Amy Zale
Centers for Medicare & Medicaid Services (CMS)

U.S. Department of

NC Health and Human Services
bt Centers for Disease

Control and Prevention

@ 33



Centers for Medicare and Medicaid Services (CMS)

e CLIA Laboratory Guidance During COVID-19 Memo and FAQs

https://www.cms.gov/medicareprovider-enrollment-and-
certificationsurveycertificationgeninfopolicy-and-memos-states-
and/clinical-laboratory-improvement-amendments-clia-laboratory-
guidance-during-covid-19-public-health

 FAQs Only
https://www.cms.gov/medicare/quality-safety-oversight-general-
information/coronavirus

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



https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/clinical-laboratory-improvement-amendments-clia-laboratory-guidance-during-covid-19-public-health
https://www.cms.gov/medicare/quality-safety-oversight-general-information/coronavirus

CDC Social Media

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

. . . . Division of Laboratory Systems Excellent Laboratories, Outstanding Health
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https://www.facebook.com/CDC
https://twitter.com/cdcgov
https://www.linkedin.com/company/cdc
https://www.instagram.com/cdcgov/

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