LINKS OF INTEREST

Guidance and FAQs
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CDC Qverview of testing for SARS-CoV-2

CSTE Case Definition

FDAFAQ update

CDC Calculating SARS-CoV-2 Laboratory Test Percent Positivity)and FAQ

IRR FAQ

CDC Interim Laboratory Biosafety Guidelines for Handling and Processing Specimens Associated
with Coronavirus Disease 2019 (COVID-19)

CMS CLIAFAQ

CDC Interim Guidelines for Collecting, Handling, and Testing Clinical Specimens for COVID-19
CDC Common Investigation Protocol for Investigating Suspected SARS-CoV-2 Reinfection

Back to School (Institutes of Higher Education and K-12)
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CDC Operating Schools during COVID-19

CDC Indicators for Dynamic School Decision-Making

CMS University testing

CDC Testing, Screening, and Outbreak Response for Institutions of Higher Education (IHEs)

CDC Considerations for Institutions of Higher Education

CDC Interim Considerations for Testing for K-12 School Administrators and Public Health Officials

Congregate Settings

1.

CDC Interim Guidance for General Population Disaster Shelters During the COVID-19 Pandemic
(and https://www.cdc.gov/coronavirus/2019-ncov/community/index.html)

2. CDC Interim Considerations for SARS-CoV-2 Testing in Correctional and Detention Facilities
3. CDC Performing Broad-Based Testing for SARS-CoV-2 in Congregate Settings
Wastewater Testing
1. CDC Developing a Wastewater Surveillance Sampling Strategy
2. CDC Wastewater Surveilance Data Reporting and Analytics
3. CDC Public Health Interpretation and Use of Wastewater Surveilance Data
4. CDC Wastewater Surveillance Testing Methods
5. CDC Targeted Wastewater Surveillance at Facilities, Institutions, and Workplaces
Data Reporting
1. Standardized electronic laboratory reporting (ELR) flat file from CDC, APHL, CSTE, and other
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partners

CDC How toreport COVID-19 laboratory data

HHS Laboratory Data Reporting Guidance

HHS COVID-19 Laboratory Data Reporting Implementation Specifications
HHS COVID-19 Data Reporting for Non-Lab-Based Testing

CSIE Electronic Laboratory Reporting Points of Contact

LOINC In-Vitro Diagnostic (LIVD) Test Code Mapping for SARS-CoV-2 Tests
LOINC Webinar for SARS-CoV-2/COVID-19



https://www.cdc.gov/coronavirus/2019-ncov/hcp/testing-overview.html
https://wwwn.cdc.gov/nndss/conditions/coronavirus-disease-2019-covid-19/case-definition/2020/08/05/
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/faqs-testing-sars-cov-2
https://www.cdc.gov/coronavirus/2019-ncov/lab/resources/calculating-percent-positivity.html
https://www.cdc.gov/coronavirus/2019-ncov/lab/resources/calculating-percent-positivity-faq.html
https://www.internationalreagentresource.org/QuickLinks/Covid19FAQ.aspx
https://www.cdc.gov/coronavirus/2019-nCoV/lab/lab-biosafety-guidelines.html
https://www.cdc.gov/coronavirus/2019-nCoV/lab/lab-biosafety-guidelines.html
https://www.cms.gov/files/document/clia-laboratory-covid-19-emergency-frequently-asked-questions.pdf
https://www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clinical-specimens.html
https://www.cdc.gov/coronavirus/2019-ncov/php/reinfection.html
https://www.cdc.gov/coronavirus/2019-ncov/community/schools-childcare/schools.html
https://www.cdc.gov/coronavirus/2019-ncov/community/schools-childcare/indicators.html
https://www.cms.gov/files/document/clia-univeristy-lab-testing.pdf
https://www.cdc.gov/coronavirus/2019-ncov/community/colleges-universities/ihe-testing.html
https://www.cdc.gov/coronavirus/2019-ncov/community/colleges-universities/considerations.html
https://www.cdc.gov/coronavirus/2019-ncov/community/schools-childcare/k-12-testing.html
https://www.cdc.gov/coronavirus/2019-ncov/php/eh-practitioners/general-population-disaster-shelters.html
https://www.cdc.gov/coronavirus/2019-ncov/community/index.html
https://www.cdc.gov/coronavirus/2019-ncov/community/correction-detention/testing.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/broad-based-testing.html
https://www.cdc.gov/coronavirus/2019-ncov/cases-updates/wastewater-surveillance/developing-a-wastewater-surveillance-sampling-strategy.html#/
https://www.cdc.gov/coronavirus/2019-ncov/cases-updates/wastewater-surveillance/data-reporting-analytics.html
https://www.cdc.gov/coronavirus/2019-ncov/cases-updates/wastewater-surveillance/public-health-interpretation.html
https://www.cdc.gov/coronavirus/2019-ncov/cases-updates/wastewater-surveillance/testing-methods.html
https://www.cdc.gov/coronavirus/2019-ncov/cases-updates/wastewater-surveillance/wastewater-workplaces.html
https://preparedness.cste.org/wp-content/uploads/2020/08/NatFlatFile_HL7GeneratorTool-package-for-distribution-1.zip
https://www.cdc.gov/coronavirus/2019-ncov/lab/reporting-lab-data.html
https://www.hhs.gov/sites/default/files/covid-19-laboratory-data-reporting-guidance.pdf
https://www.hhs.gov/sites/default/files/hhs-guidance-implementation.pdf
https://www.hhs.gov/sites/default/files/non-lab-based-covid19-test-reporting.pdf
https://www.cste.org/page/elr-contacts
https://www.cdc.gov/csels/dls/documents/livd_test_code_mapping/LIVD-SARS-CoV-2-2020-09-16.xlsx
https://loinc.org/sars-coronavirus-2/meeting

9.

SARS-CoV-2 LOINC codes and Basics

10. CDC Healthcare Facilities That Have Implemented COVID-19 Electronic Case Reporting

Regulatory

1.
2.
3.

Prep Act update related to vaccines

FDA publishes comparative performance data

FDA Recommendations on Providing Clear Instructions to Patients Who Self-Collect an Anterior
Nares (Nasal) Sample in a Health Care Setting for SARS-CoV-2 Testing — Letter to Health Care
Providers

FDA announces New Enforcement Palicy for Modifications to FDA-Cleared Molecular Influenza
and RSV Tests During the COVID-19 Public Health Emergency

Additional Resources
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Health Resources and Services Administration (HRSA) testing dashboard
CDC COVID Data Tracker

Flu SC2 Multiplex videos: setting up and analyzing

CLSI documentsfor COVID-19 testing

CDC Clinical Laboratory portal

CDC Division of Laboratory Systems (DLS)

APHL COVID-19 response

HHS Coronavirus (COVID-19)

Sign up for CDC email updates related to COVID-19

10 CDC CoOVIDView Weekly Summary
11. HHS Community-Based Testing Sites for COVID-19

POINT OF CARE TESTING

Regulatory
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CMSrule

CMS surveyor guidance

CMS POC antigen enforcement discretion

Prep Act update related to congregate settings

CMS Laboratory Quick Start Guide to CLIA Certification

CMS How to Obtain a CUA Certificate of Waiver

CMS Medicare payment for COVID-19 Viral Testing: Skilled Nursing Facility/Nursing Facility

Guidance and FAQs
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CDC interim guidance for rapid antigen testing update

APHL Considerations forImplementation of SARS-CoV-2 Rapid Antigen Testing

CDC Guidance for SARS-CoV-2 Point-of-Care Testing

FDA Potential for False Positive Results with Antigen Tests forrapid Detection of SARS-CoV-2 —
Letter to Clinical Laboratory Staff and Health Care Providers

Abbott BinaxNOW

1.

For BinaxNOW test training and information: BINAXNOW™ COVID-19 AG CARD AND NAVICA™
APP SET-UP AND TRAINING

HHS Site for COVID-19 Rapid test and BinaxNOW distribution: COVID-19 Rapid Point-Of-Care Test
Distribution



https://loinc.org/sars-coronavirus-2/
https://loinc.org/get-started/loinc-term-basics/
https://www.cdc.gov/coronavirus/2019-ncov/hcp/electronic-case-reporting/hcfacilities-map.html
https://www.hhs.gov/about/news/2020/09/09/trump-administration-takes-action-to-expand-access-to-covid-19-vaccines.html
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-reference-panel-comparative-data
https://www.fda.gov/medical-devices/letters-health-care-providers/recommendations-providing-clear-instructions-patients-who-self-collect-anterior-nares-nasal-sample?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/letters-health-care-providers/recommendations-providing-clear-instructions-patients-who-self-collect-anterior-nares-nasal-sample?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/letters-health-care-providers/recommendations-providing-clear-instructions-patients-who-self-collect-anterior-nares-nasal-sample?utm_medium=email&utm_source=govdelivery
https://content.govdelivery.com/accounts/USFDA/bulletins/2a59dff
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-modifications-fda-cleared-molecular-influenza-and-rsv-tests-during-coronavirus?utm_medium=email&utm_source=govdelivery
https://data.hrsa.gov/topics/health-centers/covid-testing
https://covid.cdc.gov/covid-data-tracker/#cases
https://youtu.be/6z3EEafKXxc
https://youtu.be/kpSZhEhKzXo
https://clsi.org/standards-development/helpful-documents-for-covid-19-testing/?utm_source=highroad&utm_medium=email&utm_term=&utm_content=View%20Resources&utm_campaign=aug_enews
https://www.cdc.gov/csels/dls/preparedlabs/index.html
https://www.cdc.gov/csels/dls/?ACSTrackingID=DM40868&ACSTrackingLabel=CDC%20Division%20of%20Laboratory%20Systems%20Update%20October%202020&deliveryName=DM40868
https://www.aphl.org/programs/preparedness/Crisis-Management/COVID-19-Response/Pages/default.aspx
https://www.hhs.gov/coronavirus/index.html
https://tools.cdc.gov/campaignproxyservice/subscriptions.aspx?topic_id=USCDC_2067
https://www.cdc.gov/coronavirus/2019-ncov/covid-data/covidview/
https://www.hhs.gov/coronavirus/community-based-testing-sites/index.html
https://www.cms.gov/newsroom/press-releases/trump-administration-strengthens-covid-19-surveillance-new-reporting-and-testing-requirements
https://www.cms.gov/files/document/qso-20-37-clianh.pdf
https://www.cms.gov/files/document/clia-poc-ag-test-enforcement-discretion.pdf
https://www.hhs.gov/sites/default/files/prep-act-coverage-for-screening-in-congregate-settings.pdf
https://www.cms.gov/files/document/cms-clia-laboratory-quick-start-guide-remediated.pdf
https://www.cms.gov/regulations-and-guidance/legislation/clia/downloads/howobtaincertificateofwaiver.pdf
https://edit.cms.gov/files/document/covid-medicare-payment-covid-19-viral-testing-flow-chart.pdf
https://www.cdc.gov/coronavirus/2019-ncov/lab/resources/antigen-tests-guidelines.html
https://www.aphl.org/programs/preparedness/Crisis-Management/Documents/APHL-SARSCov2-Antigen-Testing-Considerations.pdf
https://www.cdc.gov/coronavirus/2019-ncov/lab/point-of-care-testing.html
https://www.fda.gov/medical-devices/letters-health-care-providers/potential-false-positive-results-antigen-tests-rapid-detection-sars-cov-2-letter-clinical-laboratory?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/letters-health-care-providers/potential-false-positive-results-antigen-tests-rapid-detection-sars-cov-2-letter-clinical-laboratory?utm_medium=email&utm_source=govdelivery
https://www.globalpointofcare.abbott/en/support/product-installation-training/navica-brand/navica-binaxnow-ag-training.html
https://www.globalpointofcare.abbott/en/support/product-installation-training/navica-brand/navica-binaxnow-ag-training.html
https://www.hhs.gov/coronavirus/testing/rapid-test-distribution/index.html
https://www.hhs.gov/coronavirus/testing/rapid-test-distribution/index.html

Nursing Home Program

1.
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CMSsite, including weekly County positivity, list of facilities receiving antigen test supplies from
HHS, FAQs, and toolkit

CMSToolkit on State Actions to Mitigate COVID-19 Prevalence in Nursing Homes

HHS webinar

CDC Considerations for Antigen testing in nursing homes

CDC Testing in Nursing Homes

Sites available to nursing homes for training and reordering from BD and Quidel

BD Webinars

BD Reporting optionsthat best fit your workflow

National Healthcare Safety Network (NHSN) Long Term Care Facility (LTCF) COVID-19 Module.



https://data.cms.gov/stories/s/COVID-19-Nursing-Home-Data/bkwz-xpvg/
https://www.cms.gov/files/document/covid-toolkit-states-mitigate-covid-19-nursing-homes.pdf
https://www.youtube.com/watch?v=8oCRqlY1kJw
https://www.cdc.gov/coronavirus/2019-ncov/hcp/nursing-homes-antigen-testing.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/faq.html#Testing-in-Nursing-Homes
https://www.bdveritor.com/long-term-care-facilities/system-overview/
https://togetheragain.quidel.com/
https://go.bd.com/BD-Veritor-webinars.html
https://www.bdveritor.com/long-term-care-facilities/reporting-long-term-care-facilities/
https://www.cdc.gov/nhsn/ltc/covid19/index.html

	Testing and Diagnostics Working grouP
	Links of Interest
	Point of care testing



