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Laboratory Outreach Communication System (LOCS) Call
Monday, November 21, 2022, at 3:00PM ET

* Welcome
— Sean Courtney, CDC Division of Laboratory Systems

 Domestic Preparedness for Sudan Virus Disease
— Joanna Prasher, CDC Uganda Ebola Outbreak Response

* Sysmex Hematology Portfolio and High Risk Sample Processing
— Andy Hay, Sysmex America, Inc.

» Efficacy of Ebola Inactivation Methods
— Ninecia Scott and Brian Harcourt, CDC Division of High-Consequence Pathogens and Pathology

 SARS-CoV-2 Antigen Testing Guidance Update
— Muktha Natrajan, CDC Division of Laboratory Systems

* Diagnostic Influenza Testing for the 2023 Influenza Season
— John Barnes, CDC Influenza Division
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About DLS

Vision
Exemplary laboratory science and practice

advance clinical care, public health, and
health equity.

Mission

Improve public health, patient outcomes,
and health equity by advancing clinical and
public health laboratory quality and safety,
data and biorepository science, and
workforce competency.
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Four Goal Areas

Quality Laboratory Highly Competent Safe and Prepared Accessible and Usable
Science Laboratory Workforce Laboratories Laboratory Data
e Improve the e Strengthen the e Enhance the safety * |ncrease access
quality and value laboratory and response and use of
of laboratory workforce to capabilities of laboratory data to
medicine and support clinical clinical and public support response,
biorepository and public health health laboratories surveillance, and
science for better laboratory patient care
health outcomes practice
and public health
surveillance



Find LOCS Call information, transcripts,

and audio recordings on

LOCS Calls

https://www.cdc.gov/locs/calls
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CDC's Laboratory Outreach Communication System (LOCS)

calls |

Laboratery Outreach Communication System

CR calls are now LOCS calls!

Clinical Laboratory COVID-19 Response (CLCR) Calls are now Laboratory Outreach Communication System (LOCS) Calls.

Find an archive of CLCR call audio files, transcripts, and slide presentations, here.

CDC's Division of Laboratory Systems (DLS) convenes regular Laboratory Outreach Communication System (LOCS) calls with

clinical laboratories and other audiences. The calls are an opportunity for CDC and other participants (such as federal
partners and professional organizations) to provide updates and answer guestions from the laboratory and testing
community. These calls take place on the third Monday of each month at 3:00 PM Eastern time. DLS posts the audio, slides,

and transcripts online after each call.

To submit questions for consideration, email DLSinquiries@cdc.govin advance or use the question and answer (Q&A)
function in Zoom during the call. Because we anticipate a large number of participants on this call, and many questions, we
may not be able to directly and immediately address every issue. However, we will note your questions and feedback and

tailor the content of future calls accordingly.
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Next Scheduled Call

Monday, December 19th
3PM-4PMET
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We Want to Hear From You!

Training and Workforce Development
Questions about education and training?

Contact LabTrainingNeeds@cdc.gov



mailto:labtrainingneeds@cdc.gov

Division of Laboratory Systems

How to Ask a Question

e Using the Zoom Webinar System  For media questions, please contact CDC
— Click the Q&A button in the Zoom webinar Media Relations at media@cdc.gov
system
— Type your question in the Q&A box and
submit it * If you are a patient, please direct any
— Please do not submit a question using the guestions to your healthcare provider

chat button

@8 556 -
-s

Participants
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Slide decks may contain presentation material from
panelists who are not affiliated with CDC. Presentation
content from external panelists may not necessarily reflect
CDC’s official position on the topic(s) covered.
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Domestic Preparedness for Sudan Virus Disease

Joanna Prasher
CDC Uganda Ebola Outbreak Response




Sysmex Hematology
Portfolio and
high risk sample

processing

Andy Hay
CEO
Sysmex America Inc
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sysmex | sz
with diagnostics

Comprehensive Portfolio of Hematology Testing Solutions

Consistent operation, reagents, controls and workflow... Providing comparable results across your health network

XP-300 XN-L 350, 450, 550 DM1200 DM9600 DC-1
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XN-1000 R. PR. BPR XN-1000 XN-2000 XN-3100 with DI-60 Integrated Slide Processing XN-9100 LTM (TS+A1c)
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sysmexX | s XN Series Modularity

Sysmex XN-Series™
Expandable to fit your needs
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Copyright®© 2020 Sysmex America, Inc. All rights reserved.




And to
Reference
Labs

Largest labs run >40,000 CBC per night
Tracks of multiple XN-1000 (10-50)

Slide makers

Cellavision imaging systems

All online, with closed tube sampling, fully automatic and integrated
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svsmex wih diagnostics

Comprehensive Portfolio of Hematology Testing Solutions

Consistent operation, reagents, controls and workflow... Providing comparable results across your health network

pocH-100i XW-100 XP-300 XN-L 350, 450, 550 DM1200 DM9600 DC-1

XN-1000 R. PR. BPR XN-1000 XN-2000 XN-3100 with DI-60 Integrated Slide Proc XN-9100 LTM (TS+A1c)

—
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sysmex

Not recommended for use with high risk samples

XW-100

Lighting the way
with diagnostics

XN-L 350

The Sysmex XW-100 1s a CLIA Waived hematology instrument
with an intended use in clinically uncomplicated patient testing

situations. This 1s from the FDA Intended use statement.
It (The XW-100) is not for use in diagnosing or monitoring patients
with primary or secondary chronic hematologic diseases/
disorders, oncology patients, critically ill patients, or children under
the age of 2.

The Sysmex XP-300 and XN-L 350 hematology instruments are
open tube sampling only and should not be used for the analysis of
high risk samples if closed tube sampling options are available

15
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Lighting the way
with diagnostics

External blood smear preparation required

The standalone Cellavision Digital Morphology Systems from
Sysmex require a blood smear to be prepared outside of the
Instrument.

Labs should follow guidance in the preparation of manual blood
smears or use fully automated closed tube sampling systems which
are available as part of XN-3100 or XN-9100 configurations

16
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Use of the Sysmex PocHIi-100

The Sysmex PocHi-100 may be used to analyse samples from
known high risk patients in closed tube sampling mode but Sysmex
do not recommend its use inside a BSL level 2 or 3 environment
for reasons more associated with the service support of the device
than the design and use of the device itself

Sysmex service engineers may not enter BSL level 3 environments
n order to service the system and typical service on this instrument
1s performed by return to base servicing and carriers may not
accept the instrument for transportation. Sysmex recommends

other instruments as more suitable and in main lab settings above
the use of the PocHi-100

17
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A complete range of Hematoloqy Testing Solutions with
Closed Tube Sampling able to handle high risk samples as
standard practice.
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Sysmex believes all samples should
be treated as if they may be high risk

Copyright© 2020 Sysmex America, Inc. All rights reserved.



Lighting the way with diagnostics



Centers for Disease Control and Prevention

National Center for Emerging and Zoonotic Infectious Diseases

Efficacy of Ebolavirus Inactivation with Sodium hypochlorite
and MicroChem Plus

Ninecia Scott, PhD CDR Brian H. Harcourt, PhD

Laboratory Leadership Service Fellow Biosafety Team Lead

tqfl@cdc.gov behO@cdc.gov

Division of High-Consequence Pathogens and Pathology
Viral Special Pathogens

National Clinical Laboratory Call
11/21/2022
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There are two concentrations of sodium hypochlorite
used in ETUs: 0.5% and 0.05%.

e 0.5% is used to disinfect most non-living items

* 0.05% is used to disinfect living tissue/other chlorine-
sensitive materials

REMINDER: Bleach dilutions should be prepared fresh daily.




0.5-1% sodium hypochlorite effectively inactivates ebolaviruses with 5
minutes contact time with a soiled load
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1% sodium hypochlorite is not as effective at inactivating ebolaviruses in dried blood

Dried Human Whole Blood

Bl Virus (no disinfectant)
B Virus + 0.5% hypochlorite

 NBACC LLOG

NBACC DSTL
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'EE 51 ' Virus + 1% hypochlorite
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NBACC: National Biodefense Analysis & Countermeasures Center

DSTL: Defence Science and Technology Laboratory

LLOQ: Lower Limit of Quantification

* Significant difference (<0.05) compared to control Modified from Figure 1, Smither et. al. 2018 (Reference 4)




MicroChem Plus effectively inactivates ebolaviruses with 5 minutes contact time

Table I
Reduction factors of three disinfectants against Ebola virus Huang et. al. 2022 (Reference 5)
Test product Concentration Reduction factor
Contact time
15s 30s 1 min Z min 4 min 8 min
MCP 5% =4 =4 =4 =4 =4 =4
1.67% (5%/3) -4 =4 ~4 4 ~.4 ]
0.56% (5%/9) =4 =4 =4 =4 =4 =4
0.19% (5%/27) 2.06 3.47 =4 =4 =4 =4
0.06% (5%/81) 0.01 0.03 0 0.11 0.19 0.28

Dried Human Whole Blood

Mean logqo Mean logg
Disinfectant and TCIDsp (SD)  TCIDs, (SD) log
volume, uL disinfected control difference

1.5%, 10 min

Micro-Chem Plus, 30 2
Micro-Chem Plus, 100 1

Smither et. al. 2018 (Reference 4)

(0.5) 3.4 (0.5) 0.6

.8
5 (0.1) 2.9 (0.2) 1.4




Key Take-Aways

. Treat all samples the same -as if they contain a high-risk pathogen
. Ebolaviruses are enveloped viruses, the most susceptible type of viruses to disinfectants
. Inactivation data for one ebolavirus is applicable to all members of the virus family (i.e., Ebola,

Sudan, Marburg, etc..)

. 0.5%-1% sodium hypochlorite effectively inactivates ebolaviruses on stainless steal surfaces
with a soiled load

. 1% sodium hypochlorite is not as effective at inactivating ebolaviruses in dried whole blood
. 5% MicroChem Plus effectively inactivates ebolaviruses
. 1.5% MicroChem Plus is not as effective at inactivating ebolaviruses in dried whole blood

(blood should be soaked off with disinfectant)

. If you have instruments that may need to be decontaminated, contact the manufacturer for
instructions.
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Questions?
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SARS-CoV-2 Antigen Testing Guidance Update

Muktha Natrajan, PhD
Health Scientist

Laboratory Outreach Communication System (LOCS) Call

Monday, November 21, 2022

cdc.gov/coronavirus




Antigen Testing in Healthcare Settings and Testing Sites

* Who the guidance is for:

— Healthcare providers who order antigen tests, receive antigen test results, or perform
point-of-care antigen testing.

— Laboratory and testing professionals and public health practitioners who perform
antigen testing and reporting in a laboratory setting or at the point of care.

— Not intended to be used as self-testing guidance for the general public
= As of November 4, 2022

— There are 51 antigen diagnostic test products with FDA emergency use authorization, 21
of which are authorized for home use

= CDCis updating communications about testing, giving actionable information on testing
decisions and streamlining existing content

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

Antigen Testing in Healthcare Settings and Testing Sites

= Removed: [@3]8 coness o psease of CONsiderations for SARS-CoV-2 Antigen

CI0C 247 Soreing Livess. Profech

Testing for Healthcare Providers Testing
COVID-19 Individuals in the Community

— Serial Testing section

— Table for differences between NAAT and
Antigen Tests (now located on the Overview

Health Depts

of Testing page) ¥ More Resources Guidance for Antigen Testing for SARS-CoV-
— Consideration of contact or vaccination e 2 fqr_Healthcare Providers Testing
status when determining repeat testing for '“d"“"d'-'a'5 in the Community

Laboratories

negative results

= Updated:

— Order of information based on clinical decision-making (start with General Guidance,
Interpreting antigen Test Results)

— Information on when to consider repeat testing in symptomatic and asymptomatic individuals
— Antigen testing algorithm figure



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

Recommendations to Healthcare Providers on Interpreting Antigen Test Results for
Diagnostic Purposes’

Symptomatic
(Testimmediately)®

Anticen Negati Antizen Positi Antigen Positive  Antizen Negati

Negative | CPentIeSINET e Positive | RePeatTesting® - ive

After being exposed to COVID-19, Consider alternative diagnosis.
continue to follow precautions and Follow CDC guidelines for
mask when indoors through day 10 additional precautions®
This guidance does not apply to congregate, high-risk, and healthcare settings. 4. In situations where test sensitivity is of paramount importance, NAAT testing should

take place as soon as possible, and not longer than 48 hours after the initial antigen
testing. If the results are discordant, the NAAT result should be interpreted as
definitive. If using another antigen test, follow FDA guidance on repeat testing.

For those who are traveling: follow guidance for domestic and international travel
during the COVID-19 pandemic. Take precautions while traveling. Certain high-risk
settings may need to test as part of a screening testing program.

5. See CDC's guidance on treatments for COVID-19, particularly if individual is at high-
risk of severe disease from COVID-19. Also see CDC's guidance on Isolation and

Exposure to COVID-19.

Symptormatic individuals should take general public health precautions to prevent
spreading an illness to others.

6. Early diagnosis and treatment are important in preventing severe illness for many
pathogens that cause acute febrile respiratory diseases; additional diagnostic testing
should be pursued in conjunction with repeat/confirmatory testing for COVID-19.

32




For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the
official position of the Centers for Disease Control and Prevention.
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Diagnostic Influenza Testing for
the 2023 Influenza Season

John R Barnes, PhD

Team Lead, Genomics and
Diagnostics Team

Virology Surveillance and Diagnosis
Branch

oy g
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Immunization and Respiratory Diseases ”l[ﬁ 4
BY. g PIriion) WL
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CDC Influenza IVD Kits

A/B Typing Kit Flu SC2 Multiplex 15t line Influenza or SARS-2 diagnosis
Targets: INFA (M), INFB (NS), RP

Targets: INFA (M), INFB (NS),
SC2(N), RP

A-Subtyping Kit B-lineage typing Kit _ o n
Targets INFA (M), P YN Targets: INFB (NS), BYam (HA), Determines if it is a “seasonal” influenza
pdmH1 (HA), H3 (HA) ,RP BVic (HA), RP

A/H5 Subtyping Kit A/H7 Subtyping Kit
Targets: INF? H(Z/I)),,RFIIDSa(HA), H5b Targets: H7(HA) ,RP

Determines if it is H5 or H7 avian influenza

Should not be performed unless the patient meets clinical and epidemiologic criteria for testing suspect specimens

NEN £
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Immunization and Respiratory Diseases ’I/;ﬁ 4
47 g p y ,W//,é
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DX Algorlthm Wlth the Flu SCZ Routine Surveillance Algorithm
mUItIpleX (Teﬁe:ng?ilﬁalfiltzpj or
* The Flu SC2Multiplex Negative
inte ||roci a ﬁgga bly with ik e “¥ = =

the A/ B typing kit. A/Subtyping Kit B/Genotyping Kit
(Test InfA, H3, pdminfA, pdmH1) (Test InfB, VIC, YAM)
* Note: if you want to

return su btypE/ Iineage A(H3) or A(H1)pdm09 or B/ Victoria lineage or
results make sure that PRESUTVANS/AHIIY SN
use the approved P BT e
EXt ra Ct|0n m ethOdS InfA (+), inconclusive subtype e
. . + samples with possible SO
OUtllne_d In the . ACTION - Refer specimen to CDC
subtyping and lineage e e—
typlng IFU + possible novel influenza

A/H5 Subtyping Kit
(Test InfA, H5a, H5b)

oy g
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Immunization and Respiratory Diseases ’I[Q ¢
BY. g plrsisos WL
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Pandemic threats: Please be on the lookout for atypical viruses!

* Globally, influenza circulation continues, especially in avian and swine
populations

* In the last 2 years, human cases of zoonotic influenza subtypes H1IN1y,

HI1IN2v, H3N2v, H3N8 ,H5N1, H5N6, H5N8, HIN2 and H10N3 have been
detected

* Immediately submit specimens that test positive for influenza A (<35)
but lack reactivity for HipdmO09 or H3 subtypes as a diagnostic specimen
to CDC!

* B Yamagata Viruses

g
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Immunization and Respiratory Diseases W%p}ﬂ
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Diagnostic Results for Variant Viruses

oz i |

A/Hawaii/70/2019 (human seasonal) HIN1pdmO09

A/Ohio/24/2017_1A.1 Hiv_1A.1 + + +* -
A/Ohio/35/17_1B.2.1 Hlv_1.B2.1 + + - -
A/Hunan/42443/2015 Hiv_1C.2.3 + + - -
A/Hong Kong/45/2019 (human seasonal) H3N2 + - - +
A/West Virginia/2011 H3v cluster IV + + = +
A/Ohio/28/2016 H3v 2010.1 + + - +
A/Hawaii/28/2020 H3v cluster | + + - +

* Weak positive

,l.
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Inmunization and Respiratory Diseases ’l//



Testing for People Exposed to Birds with Confirmed H5

e CDC guidance:

* Information for People Exposed to
B!rds InfeCte.d with Avian Influenza CDC Human Influenza Virus Real-Time RT-PCR
Viruses | Avian Influenza (Flu) Diagnostic Panel-Influenza A/H5
(cdc.gov)

* Positive PCR for H5 would be
considered a select agent and
must be reported and
shipped to CDC per select
agent guidelines

* Option —Test A/B typing, A
subtyping — quicker option to get
potentially zoonotic influenza in
CDC'’s hands more quickly

oy g
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Immunization and Respiratory Diseases ”I[Q 4
3/ & piratory Wil


https://www.cdc.gov/flu/avianflu/h5/infected-birds-exposure.htm
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H5 Guidance continued

A/H5: Specimens with presumptive positive or inconclusive results
* A specimen is only presumptively positive for influenza A/H5 if all three
targets (InfA, H5a and H5b) are positive.
e Aresultis inconclusive for A/H5 if the test is positive for InfA and has
only one of the two H5 markers testing positive.
* Positive PCR for H5 would be considered a select agent and must be
reported, handled and shipped per select agent guidelines

. . . . . . e . . P oVl
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Immunization and Respiratory Diseases ”1/1'9 d
Y g p y ,,”,,//,,2
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H7 EUA Guidance

A/H7 (Eurasian Lineage): Specimens with presumptive positive or inconclusive results

* A specimen is only “Influenza A Detected; Subtype Eurasian H7 detected” if both targets (InfA and
EuH7) are positive.

* Aresult is inconclusive for A/H7 (Eurasian lineage) if the test is positive for EuH7 and is negative
for InfA.

* Note: Testing with the CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel-Influenza
A/H5 or A/H7 (Eurasian Lineage) Assay should only be performed when the patient meets clinical
and epidemiologic criteria for testing suspect specimens.

* Positive PCR for H5 would be considered a select agent and must be reported, handled and
shipped per select agent guidelines

NEN
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Immunization and Respiratory Diseases ’1/1'9 ﬂ
Y g p y ,,”,,//,,2
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Diagnostic Specimen Submission

Respiratory Specimens with Inconclusive results using the CDC Influenza A Subtyping or Influenza B Lineage Kits

Notify CDC IMMEDIATELY (flusupport@cdc.gov) and send the clinical specimen to CDC IMMEDIATELY for further
characterization:

e Influenza A that cannot be subtyped with InfA Ct value <35
* Presumptive positive A/H3v similar to those circulating in swine
e Inconclusive indicating possible variant influenza A virus similar to those circulating in swine

Send the clinical specimen to CDC for further characterization:

e Inconclusive influenza B viruses that are unable to be genotyped CDC Contact

John Barnes, Ph.D.
Team Lead, Genomics and

Note: Influenza A that cannot be subtyped with InfA Ct value >35, the sample may be Diagnostics Team

reported as inconclusive. VSDB/ID

» Report may indicate that the subtype could not be determined due to low viral titer. Phone: 404-639-2434

» These specimens do not need to be sent to CDC for verification following Fax: 404-639-2350
consultation with CDC Email: flusupport@cdc.gov

Email: fzg9@cdc.gov

g
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Immunization and Respiratory Diseases ﬂ%y;ﬂ

1
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Diagnhostic Specimen Submission

Complete two forms:

1) Influenza Specimen Submission Form and indicate the following specific information:
e Reason for Submission: Diagnosis

e If Clinical Specimen: Indicate specimen type

e Type/Subtype: Inconclusive

e Comments: Provide any relevant rRT-PCR data

2) CDC Specimen Submission Form, CDC 50.34, which is required for all diagnostic submissions when results can be
reported back to a patient or healthcare provider.

Note: Send completed form(s) and tracking information electronically to flusupport@cdc.gov. Include hard copies of
both forms in the shipment.

Ship to:

John Barnes, Ph.D.

Centers for Disease Control and Prevention

Influenza Division, H23-6 (Unit 198)

c/o STAT

1600 Clifton Rd, NE

Atlanta, GA 30329

g
Virology, Surveillance and Diagnosis Branch, Influenza Division, National Center for Immunization and Respiratory Diseases ”%y;ﬂ
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CDC Social Media

https://www.facebook.com/CDC o 0 https://twitter.com/cdcgov

https://WWW.instagram_Com/Cdcgov @ httpSZ//WWW.|inkedin.C0m/COmpanV/CdC
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Photo submitted by the Microbiology Laboratory at The University of Pittsburgh Medical Center
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For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

Images used in accordance with fair use terms under the federal copyright law, not for distribution.
Use of trade names is for identification only and does not imply endorsement by U.S. Centers for Disease Control and Prevention.

The findings and conclusions in this report are those of the authors and do not necessarily represent the official position of Centers
for Disease Control and Prevention.
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