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FEEfERICOWT
* A positive NAAT result for at least two different targets on the COVID-19 virus genome, ---

PRERERICOWVWT (ZDELER)

« poor quality of the specimen, containing little patient material (as a control, consider
determining whether there is adequate human DNA in the sample by including a human target
in the PCR testing).

« the specimen was collected |late or very early in the infection.

« the specimen was not handled and shipped appropriately.

Laboratory testing for coronavirus disease
(COVID-19) in suspected human cases

Interim guidance M@V World Health
19 March 2020 %Y Organization
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»N2 (FAM), E (HEX), ABLI (Cy5)
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NIID-N, Fluorescence (465-510)

Control
Negative
Positive

10 20 30 40
Cycle

, Fluorescence (540-580)

E_Sarbeco
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Control
Negative
Positive

1
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Cycle

ABLA1, Fluorescence (610-670)
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1
N

Control
Negative
Positive
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Cycle



RT-PCR®D B E

Copies/reaction
2500
250

25

2.5

C,: Average (SD)

24.5 (0.13)
27.8 (0.25)
31.2 (0.63)
33.6 (1.41)

34.0 (1.09)

Detected/tested (%)
6/6 (100%)
12/12 (100%)
12/12 (100%)
13/18 (72%)

11/18 (61%)

% Detection

120

100

80

60

40

20

10

100
Copies / Reaction

1000

21 copies/reaction

10000
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NERBEEE Brar fa—LconT)

HEOBEEEICIZERRBREICIEWND O ZEF
vil#E : Accuplex SARS-CoV-2 (Seracarett)
ViERE : 5000 cp/mL =25cp/5 uL (=/well)

REIRE & RDNA A RNA Bl 1 LR
A& e No No yes
WERE No yes yes

PCR yes yes yes
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2. DNA Synthesis/

PATHOGENIC y il 1c'rlg::c\$i/p,?io‘:tm R
RNAVIRUS — RECOMBINANT RNA
Go—— 1. Target virus RNA e S Ay
sequences /‘/
HELPER RNA RECOMBINANT RNA 5. Accuplex™
—th1 T A Highly Stable, Fully Commutable,

Recombinant Virus

3. RNA co-transfectio,, with fully intact viral capsid

RECOMBINANT
RNA GENOME =

TARGET VIRUS
RNA SEQUENCES

4. Recombinant virus
budding

FIGURE 1:

1. RNA sequence from the pathogenic
virus of interest is chosen.

2. DNA synthesis and cloning occur to
produce the recombinant RNA.

3. Recombinant RNA and helper RNA are
co-transfected into the mammalian
cells, allowing the encapsulation of
recombined RNA.

4. Exocytosis of the mature enveloped

non-infectious and replication
deficient RNA virus containing the
assay target RNA sequence of interest

SeraCarettHP £ V)
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COLLEGE Of AMERICAN CAP NflmF)el'i 3‘6‘?2801?-(‘)1 ' 'Kit# 1 . Kit. ID: 33705321  Table 1. Summary of Participant Responses
PATHOLOGISTS Institution: Chiba University Hospital Kit Mailed: 5/18/2020 Participants
PR : : P PR Identification No. %

325 Waukegan Road, Northfield, Illinois 60093-2750 Attention: Takayuki Ishige PhD Original Evaluation: 7/2/2020
800-323-4040 + cap.org City / State: Chiba-Shi Chi JP 260-8677 Not Detected (Negative) 27 1.8
T Detected (Positive) 1427 96.3
E V A L U A I O N Presumptive Positive 13 09
ORIGINAL COVZ-A 2020 SARS-COV-Z, Molecular Indeterminate 12 0.8
Invalid 3 0.2
Test -

Method Specimen Your Result Intended Response Not Detected (Negative) 1453 98.1
Detected (Positive) 5 0.3
SARS-CoV-2 [ole)7X VM Presumptive Positive 1 0.1
LAB DEVELOPED TEST COV2-01 DETECTED (POSITIVE) Indeterminate 13 0.9
Invalid 9 06
COV2-02 NOT DETECTED (NEGATIVE) Not Detected (Negative) 21 1.4
Detected (Positive) 1435 96.8
COV2-03 DETECTED (POSITIVE) Presumptive Positive 13 0.9
Indeterminate 10 0.7
Invalid 3 0.2
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1. Inf-A [FAM]

2. Inf-B [YakimaYellow]
3. SC2 [Texas Red]
4. RP [Cyb]

CDC Influenza SARS-CoV-2 (Flu SC2) Multiplex Assay

For Emergency Use Only

Instructions for Use

Catalog # Flu SC2-EUA
500 reactions

For In Vitro Diagnostic (IVD) Use

Rx Only

Centers for Disease Control and Prevention (,l ’
Influenza Division - b
(/)

1600 CliftonRANE ~ Crnrens rom Disgase
....................
Atlanta GA 30329-4027




