Infection Prevention and Lab Call
September 17, 2020

NOTE: Recording starts partway through call

OPTION #1
FOR FACILITIES PERFORMING IN-HOUSE ANTIGEN TESTING
• All Positive and Negative Antigen tests
Need to be reported by facilities
• Fill out as many fields as possible
• Timely data entry – Report immediately
• Click submit – avoid print and fax
• Secure Form
• Support staff can report this information

https://apps.sd.gov/ph93morbidity/secure/index.aspx

OPTION #2
FOR FACILITIES PERFORMING IN-HOUSE ANTIGEN TESTING

• All Positive tests reported Immediately via Option #1 on the disease reporting webpage
• All Negative tests get reported via Excel spreadsheet
• Steps
• E-mail: Caleb.VanWagoner@state.sd.us with request to submit Excel spreadsheet
• Caleb will work with facility to submit information to set up Secure File Transfer Protocol (SFTP).
• (Facility Information, CLIA # and/or OID #, etc)
• SD DOH will set up SFTP location that is individual to your facility
• SD DOH will provide Excel Spreadsheet for facilities to fill out, and submit with negatives

• This is still a timely process. SD DOH is currently working on streamlining this process, more
information will be shared once finalized.

https://apps.sd.gov/ph93morbidity/secure/index.aspx

Q&A

Q: Do I have to report test results from specimens I send to another lab (i.e. Avera, Sanford, LabCorp) to
the SD DOH?
A: No, laboratories provide these results to the SD DOH on your behalf

Q: My facility has an antigen testing machine (BD Veritor, or Quidel Sofia). Do I have to report these test
results to the SD DOH?
A: YES, All positive and negative test results need to be reported via the disease reporting webpage, or
submitted via SFTP as described in previous slides

Why is this important?

https://apps.sd.gov/ph93morbidity/secure/index.aspx

CONSIDERATIONS FOR INTERPRETING ANTIGEN TEST RESULTS IN NURSING HOMES

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

NETEC Courses

https://courses.netec.org/

Statewide Priority Populations for
SARS-CoV-2 Testing
It is a statewide priority that ALL individuals with symptoms of COVID-19 be
tested for SARS-CoV-2 with the recommendation from a health care provider
•
•
•
•
•
•
•

Hospitalized individuals
Healthcare workers, first responders, and active military
Critical infrastructure workers in food manufacturing and agriculture
Individuals in communal living settings like long-term care facilities
Underinsured or uninsured individuals
Low-income individuals or individuals unable to pay for testing
Homeless individuals

SDPHL COVID-19 Testing Priorities
• Symptomatic hospitalized patients
• Symptomatic healthcare workers, first responders, and active military
• Symptomatic individuals in congregate living settings like long-term care
facilities
• Symptomatic individuals with no way to pay for testing
• Asymptomatic participants in state-sponsored sentinel surveillance:
− Long-term care (staff and residents)
− K-12 schools (adults)
− Tribes (October 1, 2020)

FDA EUA Updates
• FDA has issued Emergency Use Authorization for the following:
– 162 (2): Molecular Diagnostic Tests for SARS-CoV-2
– 45 (2): Serological Tests
– 35:
Molecular-Based Laboratory Developed Tests for SARSCoV-2
– 4:
Antigen Diagnostic Tests for SARS-CoV-2
• This week, DOH will review the recent request for information released
by the Office of the Assistant Secretary of Health
• On 9/24, DOH will review the Abbott BinaxNow SARS-CoV-2 antigen
test

HHS Request for Information

• The Office of the Assistant Secretary for Health released a Request
for Information on September 10, 2020

• The intent of the Request is to obtain information about the ability of
CLIA-approved laboratories to provide additional COVID-19 testing
capability if supplementary testing instruments from Thermo Fisher
Scientific were made available.

HHS Request for Information
The Office of the Assistant Secretary for Health released a Request for
Information on September 10, 2020. The purpose of the RFI is to
obtain information about the ability of CLIA-approved laboratories to
provide additional COVID-19 testing capability if supplementary testing
instruments from Thermo Fisher Scientific were made available.
Q: What laboratories should respond to the RFI?
A: CLIA-certified commercial, academic, medical center, and public
health
laboratories [with the capability to perform high-complexity
diagnostic
testing]

HHS Request for Information
Q: What instruments are offered for SARS-CoV-2 testing by Thermo
Fisher Scientific?
A: Nucleic acid extraction and real-time PCR equipment such as:
Nucleic acid extraction:
• Automated extraction: KingFisher Flex Purification System
• Manual extraction: Invitrogen Magnetic Stand-96
Real-time PCR:
• Applied Biosystems 7500, 7500 Fast, 7500 Fast Dx
• QuantStudio 5 Flex or 7 Flex

Thermo Fisher Scientific Instrumentation

KingFisher Flex
Nucleic Acid Purification
System

ABI 7500 Fast Dx
Real-Time PCR Instrument

HHS Request for Information
Q: What information should be included in the RFI?
A: HHS asks that you provide the following:
1. Do you represent a CLIA-certified or accredited laboratory?
2. What is your current laboratory testing capacity (e.g., installed base of platforms,
throughput, level of personnel)?
3. What is your current ability to accession specimens and report out laboratory results in
no less than 24-48 hours?
4. What level of additional capacity could your laboratory provide if additional testing
instruments were made available?
5. What instruments and other equipment do you need?
6. What is your timeline for implementation of increased capacity
if instrumentation is provided?

HHS Request for Information
Q: When is the deadline for RFI submission?
A: September 21, 2020

Q: Where can I find more information about the RFI?
A: Additional information can be found on the Federal Register website
including PDF

