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NOTE: Recording starts partway through call



South Dakota Confidential Disease Report

South Dakota Department of Health O PTI O N #1

Office of Disease Prevention
SDCL 34-22-12 and ARSD 44:20 Reportable Dizease List

Instructions: Other disease reporting options:
+ Please fill out the form as completely as possible Phone:

e LT e s e FOR FACILITIES PERFORMING IN-HOUSE ANTIGEN TESTING

» Only press the Enter key when you are ready to  Fax: 603-773-3309
submit the form Qutbreak Report Weekly Influenza Report
« Note: Fields with an asterizk(™) are required

Patient Information Report Type: @New (OUpdate Report Date: 9/2/2020

 All Positive and Negative Antigen tests
|Q | Need to be reported by facilities
oot | roreenenses 2o ] « Fill out as many fields as possible
] _ Timely data entry — Report immediately
B |:' o : — Click submit — avoid print and fax
ocewstor: [ ] “paeotamn [T Jomesym “Oender [Soler V] « Secure Form

v

- - Select - - -

Disease Information

e pgess. | | « Support staff can report this information

*Dizease or Condition: | - - Select - - Category [ Dizeases are in RED, Category II Diseases are in BLUE

Attending Health Care Provider

First Name Last Name: | |SJﬁi:< | |

Comments: (0 of 2000 max) Disease Information
o .
Disease o Condition” | *Cosonavirus Disease 2019 (COVID-19) v
Date of Onset: I:I_jl P——
e

. *Lab Test Performed? @Yes (CNo MName of Lab | |
Person Reporting

*First Name I:I *Last Name: | | Suffix | Lab Test Name: [ Axtigen test for SARS-CoV-2 v]
*Brone I:I Ext: I:I Email- | Specimen Source | | Date Collected I:I j (mmiddiyyyy)
Lab Test Result: | | Lab Report Date: I:I B (mmvddiyyyy)

*Facility Name | Other, not listed v| Facility Ordering Test: | |
To add or change your facility name please spell out the name(no abbreviations) in the text box below before submitting this *\Was Patient Hospitalized? (Ves (TN,
form.
Qutcome: (CiSurvived (OExpired te of : B (mmiddiyyyy)
New Facilty Name: | (CfSurvived (Expired Date of Death: I:I ] (mmiddiyyyy)

Treatment Information

SUBMIT FORM

SOUTH DAKOTA DEPARTMENT OF HEALTH

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



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.
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https://apps.sd.gov/ph93morbidity/secure/index.aspx
mailto:Caleb.VanWagoner@state.sd.us

Q: Do | have to report test results from specimens | 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 | 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?
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https://apps.sd.gov/ph93morbidity/secure/index.aspx

CONSIDERATIONS FOR INTERPRETING ANTIGEN TEST RESULTS IN NURSING HOMES

CONSIDERATIONS FOR INTERPRETING ANTIGEN TEST RESULTS IN NURSING HOMES

Thsigﬂhmhnedisi!de, froem SARS-(oV-1 infectionin the past 3 montts
guide if indicated. dlmmm-ammmmummmnmummmw
ting platforms, y individuzl hzs recovered rom SARS-{o¥-2 t 3 mosths new
RT-PCR, further inform i igen test results. saggestive of COMID-19, ahtermath :—7 Seuld -
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RT-P(R: reverse-transcriptase polymerase chain reaction = i ms i vty when testing individuas withi
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HIP: healthcare personnel wanznted.
Index case: a newly identified case of SARS-CoV-2 infection in a resident or WP inanursing  # CMS secommendations for besti
home facility with o knawn infections of SARS-CoV-2 infection in the previous 14-day “_E—!—E_tw EWMM_
period hif:mwb:mdqammmqmdmmw
COVID-19 . " P - ¢ test @n
AP . m rEnIIWM_
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August 31, 2000 T1:41 AM 3196354

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

algorithm-508.pdf

placedin
maiitoring for symptoms.
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https://www.cdc.gov/coronavirus/2019-ncov/downloads/hcp/nursing-home-testing-algorithm-508.pdf

CONSIDERATIONS FOR INTERPRETING ANTIGEN TEST RESULTS IN NURSING HOMES

mm“uummuwaumthu
guide if indicated il factors includi
d“#hﬁ’mnﬂuuﬂyﬂmﬂhﬁd
mmmwumum

RT-PR: poly i

POC: posnt-of -care

HCP: heaithcare personnel

Index case: 2 newly identified case of SARS-CoV-2 infection in a resident or H(P in a nursing
home facility with no known infections of SARS-(oV-2 infecticn in the previous 14-day
period.

(COVID-19 outbreak response in ing home is triggered sing home -onset
SARS-(oV-2 infection in 2 resident or one H(P SARS-(oV-2 infection.

\/@ CDC

Augest 71, 2020 TH41 AM 319615-A

o ptomatic indriduals who mahmmzm-nmam
and live or work & ing by g faciity-wide d. If
-mumumzm--msmumm
symptoms suggestive of (OVID- 19, alternative diagy p testing
for SARS-CoV-2.

** Some antigen platforms have higher sensitivity when testing individuals within 5 days of
symptom caset. Cinical discretion should be wtilized to determine if retesting by RT-X(R s

wamanted.
§ (NS recommendations for testing asymptomatic HCP in facilities without a case
N[Rmmmmdmmwemmm

* Indisassion with the local health antigen
test and RT-PCR test can be utiized to interpret discord: d determine when HCP can
retum to work.

** If an antigen test is presumptive negative in  faciity with an outbreak, residents should be
placedin transmissicn-based precautions or HCP shouid be allowed 1o continue working while

manitoring for symptoms.
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NETEC Courses
WNETEC

Q

Process and Documentation A Balance of Safety and Approach to Anticoagulation A Steep Curve: Managing

of Informed Consent for Efficiency: Pearls and Pitfalls in COVID-19: Evidence and the Surge of COVID-19
Subjects Involved in... for COVID-19 Testing... Practice Patterns Patients Requiring Dialysis
This course will provide information on Describe various institutional testing Articulate the pathophysiology of the In this course we will identify the

many aspects of informed consent and strategies utilized during COVID-19. hypercoagulable state seen in COVID-19, importance of assessment and on-the fly
focuses on the unique challenges with Discuss the planning and processes that discuss the current evidence surrounding planning when caring for an unplanned
special pathogen research, including the support pre-procedural testing. Identify anticoagulation in COVID-19, and describe influx of patients needing dialysis.

process of informed consent, general... unique challenges related to testing and... institutional practice patterns for...

Self-paced @ Started Aug 28, 2020 @ Started Aug 28, 2020 @ Started Aug 14, 2020 @
FREE | 0.75 credits FREE | 1 credit FREE | 1 credit FREE | 1 credit

FREE -

=

https://courses.netec.org/
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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
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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)

TR0 HEALTH



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 SARS-
CoV-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
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HHS Request for Information

(. FEDERAL REGISTER

NATIONA The Daily Journal of the United States Government

L
ARCHIVES

« 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.

SOUTH DAKOTA DEPARTMENT OF HEALTH



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 RFl 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

teSti n g] SLUTH DakOTa DEFARTRENTLF HEALIH



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

perasmeent of HEALTH



Thermo Fisher Scientific Instrumentation

KingFisher Flex ABI 7500 Fast Dx
Nucleic Acid Purification Real-Time PCR Instrument

System ‘-
1
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HHS Request for Information

What information should be included in the RFI?
HHS asks that you provide the following:

Do you represent a CLIA-certified or accredited laboratory?

What is your current laboratory testing capacity (e.g., installed base of platforms,
throughput, level of personnel)?

What is your current ability to accession specimens and report out laboratory results in
no less than 24-48 hours?

What level of additional capacity could your laboratory provide if additional testing
Instruments were made available?

What instruments and other equipment do you need?

What is your timeline for implementation of increased capacity
If instrumentation is provided?

perasmacnror HEALTH



HHS Request for Information

Q: When is the deadline for RFI submission?
A:. September 21, 2020

Q: Where can | find more information about the RFI?
A: Additional information can be found on the Federal Reqister website

iIncluding PDF

H
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https://www.federalregister.gov/documents/2020/09/10/2020-19998/request-for-information-rfi-testing-for-coronavirus-disease-2019-covid-19-surge-capacity
https://www.govinfo.gov/content/pkg/FR-2020-09-10/pdf/2020-19998.pdf

