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I Objectives

Review recent modifications to NHSN COVID-19 module

Discuss common questions about the COVID-19 Module and NHSN
response with justification to improve understanding

Provide participants with resources

Respond to participant questions




August 2020 Modifications
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COVID-19 Updates in August 2020 (August 29 NHSN Release) i

= |[n-House, Point-of-Care COVID-19 Testing questions
— Direct resources based on responses

— Availability of Point-of-Care testing machines and test kits (referred to as supplies)

— Impact on prevention/outcomes
= Questions are retro-active to August 10, 2020 — responses optional

IN-HOUSE, POINT-OF-CARE COVID-19 TESTING

Does the LTCF have an in-house point-of-care test machine (capability to perform COVID-19 testing within your facility)?

Since the last date of data entry in the Module, how many COVID-19 point-of-care tests has the LTCF performed on residents?
Since the last date of data entry in the Module, how many COVID-19 point-of-care tests has the LTCF performed on staff and/or facility personnel?

Based on this week's inventory, do you have enough supplies to test all staff and/or facility personnel for COVID-19 using the point of care test maching?
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COVID-19 Updates in August 2020 (August 29 NHSN Release)  “weaias

" |[n-House, Point-of-Care COVID-19 Testing questions, continued

' NHSN testing questions do NOT satisfy reporting requirements under
¢ the CLIA waiver

Questions related to CLIA: LabExcellence@cms.hhs.gov

Question related to LTC Enforcement: DNH Enforcement@cms.hhs.gov

Questions related to the nursing home testing requirement:
DNH TriageTeam@cms.hhs.gov



mailto:LabExcellence@cms.hhs.gov
mailto:DNH_Enforcement@cms.hhs.gov
mailto:DNH_TriageTeam@cms.hhs.gov

Visit NHSN LTCF COVID-19 Module Web-Page

I Data Collection Forms & Instructions

Resident Impact and Facility Capacity
p COVID-19 Resident Imy nd Fagili ity Pathway Fi 7.144]
1B [PDF - 100 KB] (print-only] - August 27, 2020
el Table of Instructions (57.144). I [PDF - 350 KB - August 27, 2020

€DC - NHSN - Maserisis for Enrolled Faclites -~ Long-term Care Facilites O 0O ® © &

i LTCF COVID-19 Module

NHSN Login =
JT, NHSM has received an unprecedented number of inquiries since the release of the new COVID-19 Module and
About NHSN 3] g i g
i the Centers for Medicare and Medicaid's {CMS) new requirements for nursing home reporting.
Enroll Here We are making every effort to respond to every question in the shortest timeframe possible, but given the Facility R
surge in volume, we strongly recommaend reviewing the webpage materials here bafore sending questions te acl Ity €sources
Change NHSN Facility the NHSN helpdesk. + How to Change LTC Facility Type I (PDF - 300 K8)
Administrator N
CMS COVID-19 Reporting Requirements for Nursing Homes. B [PDF - 200 KB] - May 8, 2020 $ Eacility - How to Upload COVID-19 CSY Data Files I [PDF - 1 MB] - August
Materiaks for Enrolled Facilities EAQS about COVID-1 Data Published by CMS. B8 POF - 200 KBJ et
* Facility Level CSV File Templates
COVID-19 information E Resident impact and Faciity Capacity Template. @ [CSV - 1 K8) -
€DC's NHSN provides healthcare facilities, such as long term care facilities (LTCF) with a customized system to track August 27, 2000
and process ina way.

Tracking this information allows facilities to identify problems,

improve care, and determine progress toward facility and national COVID-19 Module for LTCF

healthcare-associated infection goals.

The NHSN Long-term Care Eacility € is supporting the -

Resident Group Resources
Long-term Care Facilities nation's COVID-19 response by introducing a new COVID-19 Module Impact & bl amaor P
for Long Tarm Care Facilities. Facilities aligible to repert inta tha Faciiey | Fereonnel bl + Health Department Guide (o Using the COVID-19 Madule. B
[POF - 420 K8]

Capacity

%wm,_]‘g_ywulr include nursing homes/ski ——ioEm

* Group Guide to Using the COVID-19 Module W [PDF - 450 KB]
* How 1o Se1Up Groups I (POF - 850 KB]
@l Groups and Supergroups - Viewing and Uploading COVID-19 CSV Data
Files WM [PDF- 1 MB] - August 27, 2020
+ Group Level CSV File Templates
a&g Besident impact and Facility Capacity Template @ [CSV -1 KB] -
August 27, 2020

https://www.cdc.gov/nhsn/ltc/covid19/index.html




Enhanced Data Security

https://www.cdc.gov/nhsn/ltc/covid19/index.html

| Enroliment

* LTCF's submitting COVID-19 data only should follow the enroliment steps

below:

Enroliment steps for LTCFs submitting data in COVID-19 Mog¢ II'lC]feaSiI'lg LTCF SAMS LEVEI Access tO NHSN

¢ Facility Enrollment Guidance [B [PDF - 850 KB]

¢ LTCF COVID-19 Module Enroliment Refresher - May 2020
o YouTube Link [Vi = 40 min)
o Slideset W [PDF -4 MB)

I Enhancing Data Securtiy

¢ Increasing LTCF SAMS Level Access to NHSN
I Training

Archived Trainings

a FAAAR AR Madida Puiamda: fael TAFa Ll AN

CDC's NHSN is supporting the nation's COVID-19 response by introducing the new COVID-19 Module for Long-Term Care
Facilities (LTCFs) in the NHSN's LTCF Component. LTCFs eligible to report into the new COVID-19 Module include skilled
nursing facilities/nursing homes, long-term care for the developmentally disabled, and assisted living facilities.

LTCFs enrolled in NHSN to only report COVID-19 data have limited access to the NHSN surveillance application.
Completion of the Secure Access Management Services (SAMS) identity verification process is required for LTCF users to
gain full access to the remaining NHSN surveillance modules, various analytic tools, and data reports. Users who
complete the identity verification process will be migrated from level-1 to level-3 SAMS access and will be issued a SAMS
grid card for a more secure NHSN user experience. b

To increase your LTCF SAMS level access, a SAMS representative will need to confirm the identity of one or more NHSN
users and subsequently provide a SAMS grid card by USPS mail. This web page briefly outlines the required steps for
increasing LTCF SAMS level access to NHSN.

Flease note, completing this enhanced data security process for the COVID-19 Module will enable full NHSN reporting
capability for healthcare-associated infections and prevention process measures.

To complete the enhanced data security process, please follow the steps outlined below:

This process can take up to four weeks to be completed, but you will not lose access to NHSN at any time durine tha
process.

—

=~ 1 - Receive Communication fror



Steps for Increasing LTCF
SAMS Level Access to
NHSN

https://www.cdc.gov/nhsn/Itc/covid19/sa
ms-access.html

For questions about getting started or if
you experience problems during
enrollment, please contact the NHSN
user support nhsn@cdc.gov

Include “Enhancing Data Security”in the
subject line

Step 1 - Receive Communication from SAMS

The CDC will submit a request to increase your security level access. Check your email inbox for communication from
SAMS, via sams-no-reply@cdc.gov, requesting two forms of identification (ID)*.

*An email will be sent fto you 3 to 5 business days after the SAMS access request.

*You must provide one (1) unexpired document from List A and one (1) additional unexpired document from List B. A
copy of each 1D must be included in your submission.

View list of SAMS identity verification documents B [PDF - 150 KB].

Step 2 - Submitting your Proof of |dentification

Before submitting your proof of ID, confirm the following:

a. Log into SAMS at http://sams.cdc.gov and use the Update Profife menu option on the left side of the page. Confirm
that your home mailing address is correct and current within your SAMS profile.

o

. Ensure that your name and address match how it appears on your submitted identification (such as your state
issued driver's license).

Step 3 - Complete SAMS Certification Process

After successfully submitting your identification into the SAMS portal, SAMS must confirm your identity.

Once confirmed, SAMS will send you a “Welcome to SAMS” email. A SAMS grid card will be mailed to your
residential/home address by USPS mail.

The SAMS grid card permits Level-3 access to NHSN.

Step 4 - Activate Level 3 Access in NHSN

After receiving your SAMS grid card, it is very important that you access NHSN by logging into SAMS at
http://sams.cdc.gov.

Underneath the National Healthcare Safety Network System header please seler

DO NOT access the “NHSN LTC Reporting” option, as this option will ¢

Congratulations, v~


mailto:nhsn@cdc.gov

Responses to Common Questions
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https://www.fda.gov/media/140161/download




FDA Emergency Approval

Coronavirus (COVID-19) Update: FDA Authorizes
First Antigen Test to Help in the Rapid Detection o NEWS RELEASE

of the Virus that Causes COVID-19 in Patients Coronavirus (COVID-19) Update: FDA Issued
o [ e [ [ G :mergency Use Authorization for Point of Care
Antigen Test

For Immediate Release:  May 09, 2020

Statement From: Commissioner of Food and Drugs - Food and Drug Administration
Stephen M. Hahn M.D. § Share | W 1 | in Lickedin | @ Email = & Print
Director - CDRH Offices: Office of the Center Director
Dr. Jeffrey E. Shuren MD, JD

Espaiiol For Immediate Release:  July 06, 2020

The U.S. Food and Drug Administration has issued the first emergeney use authorization
(EUA) for a COVID-1g antigen test, a new category of tests for use in the ongoing
pandemic. These diagnostic tests quickly detect fragments of proteins found on or within
the virus by testing samples collected from the nasal cavity using swabs. The EUA was
issued late Friday to Quidel Corporation for the Sofia » SARS Antigen FIA. This test is

The U.S. Food and Drug Administration issued an Emergency Use Authorization (EUA) for
a COVID-19 antigen diagnostic test, the BD (Becton Dickinson) Veritor System for Rapid
Detection of SARS-CoV-2. This is the second antigen test the FDA has authorized for the
detection of SARS-CoV-2 antigens. This test is authorized for use in laboratories certified

authorized for use in high and moderate complexity laboratories certified by Clinical under the Clinical Laboratory Improvement Amendments of 1988 (CLIA) for high,
Laboratory Imp Amendments (CLIA), as well as for point-of-care testing by moderate, or waived complexity testing, meaning it can be used in patient care settings
facilities operating under a CLIA Certificate of Waiver. operating under a CLIA Certificate of Waiver, Certificate of Compliance, or Certificate of
Diagnostic testing is one of the pillars of our nation’s response to COVID-19 and the FDA mtauon' Emergency use of this test s limited to authorized laboratories using the BD
continues to take actions to help make these critical products available, including by Veritor Plus Analyzer Instrument.

issning F1TAs. During this nandemie. there have heen two tvnes of tests for which the FDA o EON e e T s W . 1. 1.




Presumptive Test Results

Question: How should presumptive test results be considered for NHSN COVID-19
reporting? Should a facility include a newly positive COVID-19 presumptive test
result in the NHSN “Confirmed” count?

Response: YES. A resident/healthcare worker with a newly positive COVID-19 test
result must be included in the COVID-19 “Confirmed”

Justification

= Test sensitivity can vary between testing platforms and other factors, such as
presence or absence of symptoms, recent exposure, prevalence in community,
timing between antigen and PCR testing. Antigen tests have lower sensitivity
compared to molecular (increased risk for false negative results), but

omparable specificity to identify individuals with COVID-19 infection

https://wwwn.cdc.gov/nndss/conditions/coronavirus-disease-2019-covid-19/case-definition/2020/08/05/
https://www.cdc.gov/coronavirus/2019-ncov/hcp/nursing-homes-antigen-testing.html




I Reinfection

Question
= Are reinfections in residents and staff reportable in NHSN?

Response

= YES. Individuals with recurrent symptoms after the first 3 months (>90
days) who test positive for COVID-19 should be considered newly positive
and included in the “Confirmed” COVID-19 count.

https://www.cdc.gov/coronavirus/2019-ncov/hcp/fag.html




Personal Protective Equipment Availability (PPE)
Question

= |f my facility is continuing to operate at contingency or crisis capacity standards
despite having enough PPE to move higher up on the optimization hierarchy, how
do we respond to following question, “does your facility have enough of each
supply for one week?”

Response

= Responses to be based on the availability of PPE and how long the supplies
would last if the facility were operating at a conventional level.

Justification

= NHSN data about PPE and supplies are leveraged to evaluate supply needs and to
direct resources where needed to return to operating at conventional capacity.

https://www.cdc.gov/coronavirus/2019-ncov/hcp/ppe-strategy/index.html
T




Reporting Total Deaths and COVID-19 Deaths

Question

= How long after a resident is discharged or transferred to another facility do
| report a death?

Response

= |f a resident is discharged from the reporting facility COVID-19 free and is
documented as “non-expected” to return, surveillance stops at discharge

= |f a resident is transferred to another facility with COVID-19, a subsequent
death must be counted

= |f a resident is transferred to another facility with “expected return,” a
subsequent death must be counted




Resources: CMS

= |nterim Final Rule (IFC), CMS-3401-IFC, Additional Policy and Regulatory Revisions in Response to the
COVID-19 Public Health Emergency related to Long-Term Care (LTC) Facility Testing Requirements and
Revised COVID-19 Focused Survey Tool

— https://www.cms.gov/medicareprovider-enrollment-and-
certificationsurveycertificationgeninfopolicy-and-memos-states-and/interim-final-rule-ifc-cms-3401-
ifc-additional-policy-and-regulatory-revisions-response-covid-19

= |Interim Final Rule (IFC), CMS-3401-IFC, Updating Requirements for Reporting of SARS-CoV-2 Test Results
by (CLIA) of 1988 Laboratories, and Additional Policy and Regulatory Revisions in Response to the COVID-
19 Public Health Emergency

— https://www.cms.gov/medicareprovider-enrollment-and-
certificationsurveycertificationgeninfopolicy-and-memos-states-and/interim-final-rule-ifc-cms-3401-
ifc-updating-requirements-reporting-sars-cov-2-test-results-clia

= Frequently Asked Questions: COVID-19 Testing at Skilled Nursing Facilities/ Nursing Homes

—  https://www.cms.gov/files/document/covid-fags-snf-testing.pdf



https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/interim-final-rule-ifc-cms-3401-ifc-additional-policy-and-regulatory-revisions-response-covid-19
https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/interim-final-rule-ifc-cms-3401-ifc-additional-policy-and-regulatory-revisions-response-covid-19
https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/interim-final-rule-ifc-cms-3401-ifc-updating-requirements-reporting-sars-cov-2-test-results-clia
https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/interim-final-rule-ifc-cms-3401-ifc-updating-requirements-reporting-sars-cov-2-test-results-clia
https://www.cms.gov/files/document/covid-faqs-snf-testing.pdf
https://www.cms.gov/files/document/covid-faqs-snf-testing.pdf

Resources: CMS

= COVID-19 Nursing Home Search Data

— https://www.medicare.gov/NursingHomeCompare/search.html

= CMS Policy & Memos to States and Regions

—  https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Policy-and-
Memos-to-States-and-Regions

= CMS-CDC Fundamentals of COVID-19 Prevention for Nursing Home Management
(training opportunities)
— https://qioprogram.org/cms-cdc-fundamentals-covid-19-prevention-nursing-home-management

= FDA -Coronavirus Testing Basics
— https://www.fda.gov/media/140161/download



https://www.medicare.gov/NursingHomeCompare/search.html
https://www.medicare.gov/NursingHomeCompare/search.html
https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Policy-and-Memos-to-States-and-Regions
https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Policy-and-Memos-to-States-and-Regions
https://qioprogram.org/cms-cdc-fundamentals-covid-19-prevention-nursing-home-management
https://qioprogram.org/cms-cdc-fundamentals-covid-19-prevention-nursing-home-management
https://www.fda.gov/media/140161/download
https://www.fda.gov/media/140161/download

Resources

= Coronavirus Disease 2019 (COVID-19) 2020 Interim Case Definition, Approved
August 5, 2020

— https://wwwn.cdc.gov/nndss/conditions/coronavirus-disease-2019-covid-19/case-
definition/2020/08/05/

= Considerations for Interpreting Antigen Test Results in Nursing Homes

—  https://www.cdc.gov/coronavirus/2019-ncov/downloads/hcp/nursing-home-testing-algorithm-
508.pdf

» Interim Guidance for Rapid Antigen Testing for SARS-CoV-2

— https://www.cdc.gov/coronavirus/2019-ncov/lab/resources/antigen-tests-guidelines.html



https://wwwn.cdc.gov/nndss/conditions/coronavirus-disease-2019-covid-19/case-definition/2020/08/05/
https://wwwn.cdc.gov/nndss/conditions/coronavirus-disease-2019-covid-19/case-definition/2020/08/05/
https://www.cdc.gov/coronavirus/2019-ncov/downloads/hcp/nursing-home-testing-algorithm-508.pdf
https://www.cdc.gov/coronavirus/2019-ncov/downloads/hcp/nursing-home-testing-algorithm-508.pdf
https://www.cdc.gov/coronavirus/2019-ncov/lab/resources/antigen-tests-guidelines.html

	National Healthcare Safety Network (NHSN) COVID-19 Module Updates
	Objectives
	August 2020 Modifications
	COVID-19 Updates in August 2020 (August 10 NHSN Release)
	COVID-19 Updates in August 2020 (August 29 NHSN Release)
	COVID-19 Updates in August 2020 (August 29 NHSN Release)
	Visit NHSN LTCF COVID-19 Module Web-Page
	��Enhanced Data Security
	Steps for Increasing LTCF SAMS Level Access to NHSN
	Responses to Common Questions
	Slide Number 11
	FDA Emergency Approval
	Presumptive Test Results
	Reinfection 
	Personal Protective Equipment Availability (PPE)
	Reporting Total Deaths and COVID-19 Deaths
	Resources: CMS
	Resources: CMS
	Resources

