Pointof-care antigen testing for homeless service providers
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What is point-of-care testing for COVID-19?

Point-of-Care COVID-19 Testing: Point-of care tests:

Homeless Service Sites * dizgnostic tests performed at or near the place where 3 spacimen is collected
* provide results within minutes rather than hours
+ may be NAAT, antigen, or zntibady tests
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Can be utilized on site without the need for healthcare staff.

Regulatory
requirements

for point-of-care testing

Facilities interested in performing point-of-care testing should be aware of:
= regulatory requirements
- reporting requirements
- staffing impact
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What is pointof-care testing for COVA®?

Pointof-care tests:

A diagnostic tests performed at or near the place where a specimen is collected
A provide results within minutes rather than hours
A may be NAAT, antigen, or antibody tests

Can be utilized on site without the need for healthcare staff.

Facilities interested in performing potof-care testing should be awaud:
A regulatory requirements
A reporting requirements
A staffingimpact

https://www.cdc.qgov/coronavirus/201cov/lab/point-of-caretesting html



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

PHSKC ponaf-care
testing roll out

AChecklist/guidance document on
our website

ABinaxNOW Professional testing
Kits (40 tests per box)

Aa!l ¢ &Sfo2¢¢é adzLll
Implementing testing

Point-of-Care COVID-19

Testing Checklist for
Homeless Service Providers

A Guide from Public Health - Seattle & King County

Updated November 10, 2021




Fublic Health — Seattle & King
County

COVID-19 resources

For healthcare and service providers

Homelessness Response
Frequently Asked Questions
Preparedness planning guide
Vaccine Resources

Recommendations for LTCF

For veterinarians

FPE conservation and alternatives

FPE and mask guidance in
behavioral health settings

5olid waste and biomedical waste
handling

FPE frequently asked guestions

Home Public Health — Seattle & King County COVID-19 resources For healthcare and service providers
Homelessness Response

COVID-19 Homelessness Response

How can | get the COVID-19 Current COVID-19 guidance:

vaccine in King County? Resources and FAQs

&2 Sign up for COVID Homelessness Response email alerts and receive up-to-date information related to King County's
COVID-19 response for people experiencing homelessness.

Planning tool for severe weather/emergency sheltering %

Report positive case or possible transmission

covipas ~Response:
Contact/Where to get more information from King County wdccine ResoUFce.

* Medical guestions related to COVID-197
Contact the call center between & a.m.-7 p.m. at 206

* Non-medical questions about COVID-19 including compliance and
business related issues?

& Contact King County COVID-19 Business and Comrmunity
Information Line by submitting a written inguiry or repart online

o For employee health, contact tracing, or testing guestions, pleass

* Need isolation or quarantine for COVID-19?
Contact the call center between 8 8.m.-10 p.m. at 206

Point-of-Care COVID-19 Testing

+ General questions about COVID-18 in Washington State Checklist for Homeless Service
Providers

Contact the Washington State COVID-19 Information Hotlineat | N N, L22XEEE

4 O STYE AT

https://kingcounty.gov/depts/health/coviel9/providers/homelessaspx



https://kingcounty.gov/depts/health/covid-19/providers/homeless.aspx

Safer Cleaning, Sanitizing and
Disinfecting

Behavioral Health

EEE= (Chinese, Trad.)
Pycckuiid (Russian)

af Soomaali (Somali)
Espanol (Spanish)

General

Graphics

Consumer materials

Homeless Service Providers

Sanitation &
Hygiene Guide

Isolation and quarantine
Medical/Clinical

Outreach Providers

+ + + + + + + + +

Sanitation

-
Sanitation & Hygiene Guide for

homeless services providers

s Point-of-Care COVID-19 Testing Checklist for Homeless Service

Providers s EEE=F (Chinese, Trad.)
..................................... . Pyceuii (Russian)
e af Soomaali (Somali)
; Espafiol (Spanish)
Vaccine + * zspanol l>panisi)
* Tiéng Vit (Vietnamese)
Ventilation +

City of Seattle hygiene facilities

https://kingcounty.gov/depts/health/covidl9/providers/homelesaspx



https://kingcounty.gov/depts/health/covid-19/providers/homeless.aspx

BinaxNOW Professional BinaxNOW Ovehe-Counter
(40 tests per box) (2 tests per box)

g

<
N
o
> >
0
i0




Overview Checklist for Point-of-Care Testing

Step 1: Apply for a CLIA Certificate of Waiver
O Fill out a Certificate of Waiver MTS/CLIA license application

ReqUirementS to become a O Mail application and fee to DOH
point-of-care testing site: Step 2 Develop a reporting process

O Contact DOH to set up a reporting mechanism for test results

Regulatory O Assign the reporting process to a designated staff member
. Step 3: Prepare for testing

Reportlng O Order test kits from Public Health - Seattle & King County

Testing logistics & operations

O Order and stock site with PPE and testing supplies

O Choose and prepare a space for testing at your site

Step 4: Train staff
O Ensure staff complete required trainings

O Ensure staff are trained in PPE donning and doffing

Step 5: Test & report

O Collect patient information

O Ensure staff wear appropriate PPE

O Supervise self-swab sample collection

O Perform tests and interpret test results

O Communicate test results to individuals who were tested
O Discard test materials, doff PPE, and disinfect testing area
O Make referrals to PHSKC Isolation & Quarantine, if needed
O Report test results to DOH and PHSKC within 24 hours




Regulatory
requirements

for point-of-care testing




What is a CLIA waiver?

CLIA = Clinical Laboratory Improvement Amendments

System by which CMS regulates all clinical laboratory testing performed on
human beings

CLIA waliver = permission from the State of Washington to perform
walived tests

Walved tests = test systems cleared by the FDA for home use



When do | need a CLIA waiver?

A The facility or staff provide or recommend self -testing to the person because they are
symptomatic.

A The facility or staff provide guidance on the frequency of testing or require testing as a
condition of employment or participation in the organization or an activity.

A The facility or staff provide guidance to the individual about administering and performing
the test, interpretation of the test, or what to do based on the test results.

A The facility or staff take on the role of reporting the test results to the individual.

If your organization directs seaksting in any of the ways listed above, you
arerequired to have a CLMaiverand you araequired to report test
results to the Washington State DOH

https://www.doh.wa.qgov/Emergencies/COVID19/HealthcareProviders/ReportingTestRe&rptatingCOVID19TestResultsforPointofCare TestingFacilitie:



https://www.doh.wa.gov/Emergencies/COVID19/HealthcareProviders/ReportingTestResults/ReportingCOVID19TestResultsforPointofCareTestingFacilities

Can homeless service organizations use joftoare tests for
screeningestingwithout a CLIA waiver?

NoO.

BinaxXNOW BinaxXNOW Ovehe-
Professional Counter
(40 tests per box) (2 tests per box)
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Woasktepdons Shale Devarimen] o

1 Health

Revenue Section

P.0O. Box 1009
Olympia, WA 98507-1088

253-305-6746 Fee

hittp=www doh wa.gowl (A hitm D July 1, 2021 — June 30, 2023, .. £190.00

Revenue: 0420030000

Certificate of Waiver Medical Test Site License Application

This is for: &5 New & Change of Ownership & Change of License Type

Check One

=] Association &) Limited Partnership &5 Partnership

& Corporation &2 Municipality (Crty) &5 Sole Propnetor

&3 Limited Liability Company &3 Municipality (County) &5 State Govemment Agency
&3 Limited Liability Partnership &3 Non-Profit Corporation &5 Trust

Section 1. Demographic Information

UBI # Federal Tax ID (FEIN) #

1234-1234 1234-1234

Legal Owner/Operator Entity Name
Public Health Testing Corporation

Mailing Address

123 Main St

City State Zip Code County
Seattle WA 968103 King
Phone (enter 10 digit #) Fax (enter 10 digit #)
206-123-1234

Email Address Web Address
Testing@mailbox.com




If | apply for a CLIA waiver, when can | start testing?

After you drop your application & application fee in the mail, and set
up a reporting mechanism with DOH, you can start testing.

. 2dz R2y Qi YSSR (2 61 A0G FT2NIJ &2dzNJ | LILI A



Do | need a medical provider on staff to apply for
a CLIA waiver?

NoO.

Facilities danot need an Ordering Provider or medical director to apply
for a CLIA waliver and do on site testing.

Sites will need to identify a program manager or lead who will agree to
administering tests appropriately and reporting results to the DOH.

This person does not need to be a medical professional for Judint
care antigen testing.




Do | need medical staff to administer tests?

NoO.

Medical staff aranot necessary to support BinaxNOW-site testing.



What if my organization has multiple physical locations?
How many CLIA waivers do | need?

Governmental agencies and nonprofits can use one CLIA waliver for
multiple physical sites.

[A&G FEf t20FGA2ya 6 oSchdtesing. dzQf f



What do | need once | apply?

AOnly use test kits that are waived by FDA (includes all {odicare
tests for SARE0V2 that are EUApproved)

AC2tt2¢6 UKS Yl ydzZFlI OGdzZNBENXa Ay ail N
ATrain staff on use of test kit
AReport positive and negative test results to DOH



Reporting
requirements

for point-of-care testing



Do | need to report the results of these rapid pafit
care tests?

Yes.

Point of care testing facilitiemust report COVIEL9 test results
because of Washington State Law. COYDs a reportable disease.

The laboratory/testing site that performs the test is responsible for
reporting the test result.

https://www.doh.wa.gov/Portals/1/Documents/Pubs/3461 2Hf



https://www.doh.wa.gov/Portals/1/Documents/Pubs/346124.pdf

Where do | need to report cases?

NEW Same existing process

Washington State DOH PHSKC

AUse reporting mechanism set upACOVIBLY IntakeSurveyonline)
between site & DOH ACall a disease investigator

AKing County COWI® Call
Center: 206477-3977

Washington State Department of .
‘ Public Health
’ Health Seattle & King County



https://redcap.iths.org/surveys/?s=C48H3AKJWR

Testing logistics

for point-of-care testing



How many tests should my site order?

As a prevention strategy, screening testing of clients, staff and visitors
1-2 times per weelcan improve the detection of COVID and
decrease the risk of large outbreaks.

Box 1. Formula for estimating the number of tests to order from Public Health

(number of staff + number of clients) x 2 tests per week x 4 weeks per month = # of tests

Example:
(20 staff + 50 residents) x 2 test per week x 4 weeks per month = 560 tests per month

Adjust orders based on testing interest and need over time. Additional orders may be
submitted based on the site’s needs.




Testing orders, continued

How do | order tests?

1. Reach out to BHSKC disease
Investigator.

2. Submit &COVIEL9 Intake Survegn
our website.

3. Call theKing County COWI® Call
Center at 20647 /7-3977.

How quickly will they arrive?

Orders are sent to the warehouse on
Tuesdays and Fridays.

Orders submitted by Tuesday will arrive
by Friday.

Orders submitted by Friday will arrive by
the following Tuesday.


https://redcap.iths.org/surveys/?s=C48H3AKJWR

Before submitting the warehouse order:

Disease investigators will confirm the following with your facility:

1. The site has a CLIA walver
2. The site has agreed to report &dist resultsto WA DOH

3. The site iproviding services or shelter

These tests are not intended for administrative offices or workplace-&sfiing only. They
are intended to prevent future outbreaks and address ongoing outbreaks at congregate

settings.




Testing operations

for point-of-care testing



Do | need medical staff to administer tests?

NoO.

Medical staff aranot necessary to support BinaxNOW-site testing.



What PPE should my staff wear when assisting with
testing?

Public Health recommends thatatients Self-swabwith antigen tests
whenever possible, to reduce transmission and exposure risk.

PPE for staftollecting specimens  PPE for stafhandling, but not
collecting specimens

AFit tested NIOStdpproved N95 AA wellitted mask that covers mouth
and nose completely

AEye protection
AGloves
AHand sanitizer

AEye protection
AGloves
AGowns
AHand sanitizer

https://www.cdc.gov/coronavirus/201cov/lab/point-of-caretesting html



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

Where should | test at my facility?

G 6 feet Of distanceat all times ———————ly




When should | perform testing at my facility?

Diagnostic testing

A intended to identify
current infectionwhen
someone hasignsor
symptomsconsistent with
COVIBELY, or when a
person is asymptomatic
but has recent known or
suspected exposure to
someone with COVHDO.

!

Screening testing
A intended to identify

Anticipating making referrals to the

infected people who are King County Isolation &
asymptomaticand do not Quarantine Facility?
have known, suspected, or

reported exposure to King County COWAI® Call Center
COVIBEL9. Screening helps 206-477-3977

to identify unknown cases Hours: SAM-10PM

so that measures can be
taken to prevent further
transmission.

&

For referrals, the earlier in the da
the better!

https://www.cdc.gov/coronavirus/2019cov/community/homelesshelters/testing.htmi



Testing should not form a barrier to services.

Testing results should not be a barrier to accessing homeless services.
SAR& 02 testing should not be a pnequisite for entrance to
homeless service sites.

-CDC Interim Guidance for SAR8\V2 Testing
In Homeless Shelters and Encampments

Do not require a negative COWI® viral testor proof of COVIE9
vaccination for entry to a homeless services site unless otherwise
directed by local or state health authorities.

-CDC Interim Guidance for Homeless Service Providers to
Plan and Respond to Coronavirus Disease 2019 (CO¥)ID



Training staff

PPE donning and doffing Test kit components & directions




