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Intended use

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System is an automated real-time RT-
PCR test designed for the qualitative detection of RNA from the SARS-CoV-2 in nasopharyngeal/oropharyngeal
swab and saliva samples from individuals suspected of Coronavirus disease 2019 (COVID-19) by their healthcare
professional (HCP). This test is infended to be used as an aid in the diagnosis of COVID-19 in combination with
clinical and epidemiological risk factors. The assay uses the BD MAX™ System for automated extraction of RNA
and subsequent real-tfime RT-PCR, employing the reagents provided combined with universal reagents and
disposables for the BD MAX™ System. RNA is extracted from specimens, and complementary DNA (cDNA) is
synthetized and amplified using RT-PCR and detected using fluorescent reporter dye probes specific for SARS-
CoV-2.

Summary and Explanation

Coronavirus are enveloped non-segmented positive-sense RNA viruses and belong to Coronaviridae family [1,2].
There are six coronavirus species known to cause human diseases [2]. Four viruses (229E, OC43, NL63 and HKU1)
cause common cold symptoms and the other two (severe acute respiratory syndrome coronavirus (SARS-CoV)
and Middle East respiratory syndrome coronavirus (MERS-CoV)) are zoonotic and producing more severe
complications [2]. SARS-CoV and MERS-CoV have caused more than 10,000 cumulative cases in the past two
decades, with mortality rates of 34% MERS-CoV and 10% SARS-CoV [1,3].

In December 2019, some people that worked at or lived around the Huanan seafood market in Wuhan, Hubei
Province, China, have presented pneumonia of unknown cause [2,4]. Deep sequencing analysis of the respiratory
samples indicated a novel coronavirus, which was named firstly 2019 novel coronavirus (2019-nCoV) and lately
SARS-CoV-2 [5].

Human-to-human transmission of the SARS-CoV-2 has been confirmed, even in the incubation period without
symptoms, and the virus causes severe respiratory iliness like those SARS-CoV produced [1,6,7,8]. Although the
pneumonia is the principal illness associated, a few patients have developed severe pneumonia, pulmonary
edema, acute respiratory distress syndrome, or multiple organ failure and death [1,4]. Centers of Disease Confrol
and Prevention (CDC) believes that symptoms of SARS-CoV-2 may appear in as few as 2 days or as long as 14
days after exposure, being the most common fever or chills, cough, fatigue, anorexia, myalgia and dyspnea
[1,4,6,9]. Less common symptoms are sore throat, nasal congestion, headache, diarrhea, nausea and vomiting
[1,4]. Loss of smell (anosmia) or loss of taste (ageusia) preceding the onset of respiratory symptoms has also been
reported [?]. Older adults and people who have severe underlying medical conditions like heart or lung disease

or diabetes seem to be at higher risk for developing more serious complications from COVID-19 iliness [10].

Diagnosis of COVID-19 is performed detecting conventional causes of pneumonia early and detected by next-
generation sequencing or real-fime RT-PCR methods [1,11]. Several assays that detect the SARS-CoV-2 are
currently available, such as China CDC (gene targets, ORFlab and N), Charité — Germany (gene targets, RARP
and E) or US CDC (two targetsin N gene) [12].

CDC recommends upper respiratory fract specimens (nasopharyngeal (NP) and oropharyngeal (OP) swabs,

nasal mid-turbinate swab, nasal swab, nasopharyngeal wash/aspirate or nasal wash/aspirate (NW) and saliva
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specimens collected mainly by a healthcare professional) and/or lower respiratory specimens (sputum,
endotracheal aspirate, or bronchoalveolar lavage in patients with more severe respiratory disease) for the
identification of SARS-CoV-2 [11]. In addition, other clinical specimens as blood, urine and stool may be collected

to monitor the presence of the virus [11,12].

3. Principle of the procedure

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System is designed for the qualitative
detection of RNA from SARS-CoV-2 in nasopharyngeal/oropharyngeal swabs and saliva samples. The detection is
done in one step real-time RT-PCR format where the reverse transcription and the subsequent amplification of
specific target sequence occur in the same reaction tube. The isolated RNA target is transcribed generating
complementary DNA by reverse transcriptase, which is followed by the amplification of two conserved regions of

N gene (N1 and N2) using specific primers and fluorescent-labeled probes.

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System is based on 5" exonuclease
activity of DNA polymerase. During DNA amplification, this enzyme cleaves the probe bound to the
complementary DNA sequence, separating the quencher dye from the reporter. This reaction generates an
increase in the fluorescent signal which is proportional to the quantity of the target template. This fluorescence is

measured on the BD MAX™ System.

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System contains in each tube all the
components necessary for real-fime PCR assay (specific primers/probes, dNTPs, buffer, polymerase, reverse-
franscriptase) in a stabilized format, as well as an endogenous intfernal control to monitor the extraction process
and/or inhibition of the polymerase activity. The assay uses a human housekeeping gene as an Endogenous
Internal Conftrol (IC) (human RNase P gene). Human housekeeping genes are involved in basic cell maintenance
and, therefore, are expected to be present in all nucleated human cells and maintain relatively constant

expression levels.

Target Channel Gene
SARS-CoV-2 475/520 N gene (N2 region)
SARS-CoV-2 630/665 N gene (N1 region)

Endogenous(llgf)emol Control 530/565 human RNase P gene

Table 1. Target, channel and genes.
4. Reagents provided

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System includes the following materials

and reagents detailed in Table 2:

Reagent/Material Description Barcode Amount
A mix of enzymes, primers-probes,
- 2 pouches of 12
SARS-CoV-2 (N1 +N2) buffer, dNTPs, stabilizers and . P
. . . 1G foll fransparent
reaction tube endogenous internal control in
I tubes
stabilized format
. . . . 1 pouch of 24
Rehydration Buffer Solution to reconstitute the stabilized .
11 foil fransparent
tube product
fubes

Table 2. Reagents and materials provided in VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System with Cat. N°.
VS-NCO324 (444215).



IU-444215engr0521 rev00

5. Reagents and equipment to be supplied by the user

The following list includes the materials and equipment that are required for use but not included in the VIASURE
SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System.

e Real-time PCR instrument: BD MAX™ System.

e BD MAX™ ExK™ TNA-3 (Ref:442827 or 442828).

e BD MAX™ PCR Cartridges (Ref: 437519).

e Vortex.

e  Micropipettes (accurate between 2 and 1000 pL).
e  Filter tips.

e Powder-free disposable gloves.
6. Transport and storage conditions

e The kits can be shipped and stored at 2-40°C until the expiration date which is stated on the label.

e After opening the aluminum pouches which contain the reaction fubes can be used up to 28 days.
7. Precautions for users

e The product is infended for use by professional users only, such as laboratory or health professionals and
fechnicians, trained in molecular biological techniques.

e Forin vitro diagnostic use.

e Do not use expired reagents and/or materials.

e Do not use the kit if the label that seals the outer box is broken.

e Do not use reagents if the protective box is open or broken upon arrival.

e Do not use reagents if the protective pouches are open or broken upon arrival.

¢ Do not use reagents if desiccant is not present or broken inside reagent pouches.

¢ Do not remove desiccant from reagent pouches.

e Close protective pouches of reagents promptly with the zip seal after each use. Remove any excess air in
the pouches prior to sealing.

e Do not use reagents if the foil has been broken or damaged.

e Do not mix reagents from different pouches and/or kits and/or lofs.

e Protect reagents from humidity. Prolonged exposure to humidity may affect product performance.

o Keep components away from light.

e In cases where other PCR tests are conducted in the same general area of the laboratory, care must be
taken to ensure that the VIASURE SARS-CoV-2 (NT + N2) Real Time PCR Detection Kit for BD MAX™ System, BD
MAX™ ExK™ TNA-3 extraction kit, any additional reagents required for testing and the BD MAX™ System are
not confaminated. Always avoid microbial and ribonuclease (RNase)/deoxyribonuclease (DNase)
contamination of reagents. The use of sterile RNase/DNase-free disposable aerosol resistant or positive
displacement pipefte fips is recommended. Use a new tip for each specimen. Gloves must be changed
before manipulating reagents and cartridges (BD MAX™ PCR Cartridge).

e To avoid contfamination of the environment by amplicons, do not break apart the BD MAX™ PCR Carfridge

after use. The seals of the BD MAX™ PCR Cartridge are designed to prevent contamination.
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8.

e Design a unidirectional workflow. It should begin in the Extraction Area and then move to the Amplification
and Detection Area. Do not return samples, equipment and reagents to the area in which the previous step
was performed.

e Follow Good Laboratory Practices. Wear protective clothing, use disposable gloves, goggles and mask. Do
not eat, drink, smoke or apply cosmetic products in the working area. Wash your hands after finishing the
test.

e Samples must be treated as potentially infectious and/or biohazardous, as well as all the reagents and
materials that have been exposed to the samples and they must be handled according to the national
safety regulations. Take necessary precautions during the collection, transport, storage, handling, and
disposal of samples.

e Samples and reagents must be handled in a biological safety cabinet. Use personal protective equipment
(PPE) consistent with current guidelines for the handling of potentially infectious samples. Dispose of waste in
compliance with local and state regulations.

e Regular decontamination of commonly used equipment is recommended, especially micropipettes and
work surfaces.

e In accordance with Regulation (EC) No 1907/2006 (REACH), VIASURE Real Time PCR Detection Kits do not
require Material Safety Data Sheets on account of their classification as non-hazardous to health and the
environment, because they do not contain substances and/or mixtures which meet the hazard classification
criteria available in Regulation (EC) No 1272/2008 (CLP), or which are in concentrations higher than the
value established in the mentioned regulation for their declaration.

e  Consult the BD MAX™ System User's Manual for additional warnings, precautions and procedures.

Test procedure

8.1. Sample collection, storage and transport

The VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System has been tested on
nasopharyngeal/ oropharyngeal swabs collected in viral transport media (VIM) (Vircell S.L., Spain);
nasopharyngeal swabs collected in BD™ UVT System media, Virus transport and preservation medium
(Biocomma®), UTM Viral transport (COPAN, Diagnostic Inc.), sterile transport medium (Deltalab®), Universal
fransport medium (UTM) and IMPROVIRAL™ Viral Preservative Medium (VPM) from Guangzhou Improve Medical
Instruments Co. Ltd; and saliva samples collected in Viral Transport Medium (VTM), BD™ Universal Viral Transport
(UVT) or IMPROVIRAL™ Viral Preservative Medium (VPM). Other types of samples must be validated by the user.

Collection, storage and transport of specimens should be maintained per the conditions validated by the user.
Overall, respiratory and saliva samples should be collected and labelled appropriately in clean containers with or
without transport media (depending on sample type) and processed as soon as possible to guarantee the quality
of the test. The specimens should be transported at 2 to 8°C for up to 72 hours, following the local and national
regulations for the transport of pathogen material. For long term transport (more than 72 hours), we recommend
shipping at <-20°C or lower. It is recommended to use fresh specimens for the test. The samples can be stored at 2
to 8°C for up to 72 hours or frozen at -20°C or ideally at -70°C for conservation. Repeated freeze-thaw cycles

should be avoided in order to prevent degradation of the sample and nucleic acids.

The nasopharyngeal/oropharyngeal swabs and saliva specimens must be collected, transported and stored

according tfo appropriate laboratory guidelines. For details, refer to the CDC guideline (Specimen collection
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guidelines. Website https://www.cdc.gov/urdo/downloads/SpecCollectionGuidelines.pdf and Interim Guidelines
for Collecting, Handling, and Testing Clinical Specimens for COVID-19. Website
https://www.cdc.gov/coronavirus/2019-ncov/lab/guidelines-clinical-specimens.html) and the IDSA guideline
(Miller, J. M., Binnicker, M. J., Campbell, S., ... & Pritt, B. S. (2018)). A guide to utilization of the microbiology

laboratory for diagnosis of infectious diseases: 2018 update by the Infectious Diseases Society of America and the

American Society for Microbiology. Clinical Infectious Diseases, 67(6), e1-e94).

8.2. Sample preparation and RNA exiraction

Perform the sample preparation according fo the recommendations in the instructions for use of extraction kit
used, BD MAX™ ExK™ TNA-3. Note that some other samples may require pre-processing. Application-specific

extraction preparation procedures should be developed and validated by the user.

When using nasopharyngeal or oropharyngeal specimens:

1. Pipette between 400 and 750 pL of nasopharyngeal/ oropharyngeal swab collected in viral fransport media
(VTIM) or in BD™ Universal Viral Transport (UVT) System media into a BD MAX™ ExK™ TNA-3Sample Buffer Tube
and close the tube with a septum cap. Ensure complete mixing by vortexing the sample at high speed for 1

minute. Proceed to BD MAX™ System Operation.

In case of using saliva samples collected in transport media:

1. Saliva samples may be collected in Viral Transport Medium (VIM), BD™ Universal Viral Transport (UVT), or
IMPROVIRAL™ Viral Preservative Medium (VPM) at a ratio of 1:3 (saliva:media). Vortex for 1 minute at high
speed. Pipette 750 plL info a BD MAX™ ExK™ TNA-3 Sample Buffer Tube and close the tube with a septum
cap. Ensure complete mixing by vortexing the sample at high speed for 1 minute. Proceed to BD MAX™
System Operation.

In case of using neat saliva samples:

1. Combine saliva with Viral Transport Medium (VTM), BD™ Universal Viral Transport (UVT), or IMPROVIRAL™ Viral
Preservative Medium (VPM) so that the final ratio of saliva:media is 1:3. Vortex for 1 minute at high speed.
Then pipette 750 pL info a BD MAX™ ExK™ TNA-3 Sample Buffer Tube and close the tube with a septum cap.
Ensure complete mixing by vortexing the sample at high speed for 1 minute. Proceed to BD MAX™ System

Operation.

8.3. PCR protocol

Note: Please, refer fo the BD MAX™ System User’'s Manual for detailed instructions.

8.3.1. Creating PCR test program for VIASURE SARS-CoV-2 (N1 + N2) Real Time
PCR Detection Kit for BD MAX™ System

Note: If you have already created the test for the VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for
BD MAX™ System, you can skip step 8.3.1 and go directly to 8.3.2.

1)  On the “Run” screen of the BD MAX™ System, select the “Test Editor” tab.

2) Click the “Create” button.


https://www.cdc.gov/urdo/downloads/SpecCollectionGuidelines.pdf
http://www.cdc.gov/coronavirus/2019-ncov/lab/guidelines-clinical-specimens.html
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3) In the Basic Information tab, within the “Test Name” window, name your fest: i.e. VIASURE SARS-CoV-2

(NT +N2).

4) In the “Extraction Type" drop down menu, select “ExK TNA-3".

5) In the "Master Mix Format” drop down menu, choose “Type 5".

a. Note: Product may be used in combination with an additional VIASURE for BD MAX™ test, then

select “"Dual Master Mix Concentrated Lyophilized MM with Rehydration Buffer (Type 5)".

6) Inthe "Sample exiraction parameters” select “User defined” and adjust sample volume to 950 L.

7) Inthe "Ct Calculation” select “Call Ct at Threshold Crossing”.

8) If running software version 5.00 or higher, in the "Custom Barcodes” select the following configuration:

a. Snap-in 2 Barcode: 1G (concerning SARS-CoV-2 (N1 + N2) reaction tube).

b. Snap-In 3 Barcode: 11 (concerning Rehydration Buffer tube).

c. Snap-In 4 Barcode: another VIASURE reaction tube (different foil) if you choose the format “Dual

Master Mix Concentrated Lyophilized MM with Rehydration Buffer (Type 5)” (Section 8.3.1).

9) In “PCR settings” tab enter the following parameters: “Channel Settings”, “Gains” and “Threshold” (Table

3).

a. Note: Product may be used in combination with an additional VIASURE for BD MAX™ test, "PCR
Seftings” and “Test Steps” should be completed for Snap-In 2 (green) and Snap-In 4 (blue)
positions.

Channel Alias Gain Threshold Ct Min Ct Max

SARS-CoV-2

475/520 (FAM) N2 farget 80 150 0 40

530/565 (HEX) E”do?g”ous 80 150 0 35

585/630 (ROX) - 0 0 0 0
SARS-CoV-2

630/665 (Cy5) N1 target 80 150 0 40

680/715 (Cy5.5) - 0 0 0 0

Table 3. PCR settings.

Note: It is recommended to set the minimum threshold values listed above for each channel as a starting point, but the final settings must be

determined by the end-user during the result interpretation, in order to ensure that thresholds fall within the exponential phase of the

fluorescence curves and above any background signal. The threshold value for different instruments may vary due to different signal

intensities.

10) In “PCR settings” tab enter the following parameters “Spectral Cross Talk” (Table 4), as well.

False Receiving Channel
Channel 475/520 530/565 585/630 630/665 680/715
475/520 - 3.0 0.0 0.0 0.0
530/565 1.0 - 0.0 0.0 0.0
Pxchiaion | 585/630 0.0 0.0 : 0.0 0.0
630/665 0.0 0.0 0.0 - 0.0
680/715 0.0 0.0 0.0 0.0 -

Table 4. Spectral cross-talk parameters.

10
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11) In "“Test Steps” tab, enter the PCR protocol (Table 5).

Step Name Profile Type [Cycles| Time |Temperature | Detect
(s)

Reverse franscription Hold 1 900 45°C -
Initial denaturation Hold 1 120 98°C -
Denaturation and o 10 95°C -

Annealing/Extension 45

(Data collection) Temperature 61.1 63°C Y

Table 5. PCR protocol.

12) Click the “Save Test” button.

8.3.2. BD MAX™ Rack set up

1) For each sample to be tested, remove one Unitized Reagent Strips from the BD MAX™ ExK™ TNA-3 kit.

Gently tap each strip onto a hard surface to ensure that all the liquids are at the bottom of the tubes

and load on the BD MAX™ System sample racks.

2) Remove the required number of BD MAX™ ExK™ TNA Exiraction Tubes (B4) (white foil) from their

protective pouch. Snap the Exiraction Tube(s) (white foil) into its corresponding positions in the TNA strip

(Snap position 1, white color coding on the rack. See Figure 1). Remove excess air, and close pouch with

the zip seal.

3) Determine and separate the appropriate number of SARS-CoV-2 (N1 + N2) reaction tubes (1G foil) and

snap info their corresponding positions in the strip (Snap position 2, green color coding on the rack. See

Figure 1).

a. Remove excess air, and close aluminum pouches with the zip seal.

b. In order to carmry out a correct rehydration, please make sure that the lyophilized product is in

the bottom of the fube and is not adhered to the top area of the tube or to the foil seal. Gently

tap each tube on a hard surface to make sure all the product is at the bottom of the tube.

i. Note: If you choose the format “Dual Master Mix Concentrated Lyophilized MM with

Rehydration Buffer (Type 5)" (Section 8.3.1), determine and separate the appropriate

number of addifional VIASURE reaction tubes (different foil) and snap into their

corresponding posifions in the strip (Snap position 4, blue color coding on the rack. See

Figure 1). Remove excess air, and close aluminum pouches with the zip seal.

4) Remove the required number of Rehydration Buffer tubes (11 foil) and snap into their corresponding

positions in the strip (Snap position 3, non-color coding on the rack. See Figure 1). Remove excess air and

close the pouch with the zip seal.

a. Inorderto ensure a correct tfransfer, please make sure that the liquid is in the bottom of the tube

and is not adhered to the top area of the tube or to the foil seal. Gently tap each tube on a

hard surface to make sure all the buffer is at the bottom of the tube.

11
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Figure 1. BD MAX™ TNA Reagent Strip (TNA) from the BD MAX™ ExK™ TNA-3 kit.
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8.3.3. BD MAX™ |nstrument set up

)
2)

3)

4)

5)

6)

7)

8)
9)

Select the "Work List” tab on the "Run” screen of the BD MAX™ System software v4.50A or higher.

In the “Test” drop down menu, select VIASURE SARS-CoV-2 (N1 + N2) (if not already created see Section
8.3.1).

Select the appropriate kit lot number (found on the outer box of extraction kit used) from the pull-down
menu (optional).

Enter the Sample Buffer Tube identification number into the Sample tube window of the Work List, either
by scanning the barcode with the scanner or by manual entry.

Fill the Specimen/Patient ID and/or Accession window of the Work List and click the “Save” button.
Continue until all Sample Buffer Tubes are entered. Ensure that the specimen/patient ID and the Sample
Buffer Tubes are accurately matched.

Place the prepared Sample Buffer Tube into the BD MAX™ Rack(s).

Load the rack(s) info the BD MAX™ System (Rack A is positioned on the left side of the BD MAX™ System
and Rack B on the right side).

Place the required number of BD MAX™ PCR Cartridge(s) info the BD MAX™ System.

Close the BD MAX™ System door.

10) Click "Start Run” to begin the procedure.

8.3.4. BD MAX™ report

1)
2)
3)
4)

In main menu, click the “Results” button.
Either double click on your run in the list or press the “view button”.
Click on "Print"”, select: “Run Details, Test Details and Plot...".

Click on "Print or Export button” on the “Run Reports” screen.

12
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9. Result interpretation
For a detailed description on how to analyze data, refer to the BD MAX™ System User’'s manual.

The analysis of the data is done by the BD MAX™ software according to the manufacturer’s instructions. The BD
MAX™ software reports Ct values and amplification curves for each detector channel of each sample tested in

the following way:

- Ct value of 0 indicates that there was no Ct value calculated by the software with the specified Threshold (see

Table 3). Amplification curve of the sample showing a 0" Ct value must be checked manually.
- Ct value of -1 indicates that no amplification process has occurred.

- Any other Ct value should be interpreted in correlation with the ampilification curve and according to the

sample interpretation guidelines outlined in Table 6.

Check Internal Control signal to verify the correct functioning of the amplification mix. In addition, check that

there is no report of BD MAX™ System failure.

Results should be read and analyzed using the following table:

Endogenous
SARS-CoV-2 (N2 Internal SARS-CoV-2 (N1 Interoretation
target) (475/520) Control target) (630/665) P
(530/565)
+ +/- + SARS-CoV-2 N gene RNA Detected !
+2 +/-1 - SARS-CoV-2 N gene RNA Detected 12
- +/-! +2 SARS-CoV-2 N gene RNA Detected 2
- +3 - SARS-CoV-2 N gene RNA Not Detected?®
Unresolved (UNR) Result obtained in the presence
of inhibitors in the PCR reaction or when a general
- -3 - problem (not reported by an error code) with the
sample processing and/or amplification steps
occurs.?
Indeterminate assay result (IND). Due to BD MAX™
IND IND IND System failure. Assay result displayed in case of an
instrument failure linked to an error code.
Incomplete assay result (INC). Due to BD MAX™
INC INC INC System failure. Assay result displayed in case of
failure to complete run.

Table 6. Sample interpretation.
+: Amplification occurred.
-: No amplification occurred.

1 A sample is considered positive if the Ct value obtained is less than 40. The endogenous Internal Control (IC) may or
may not show an amplification signal. Sometimes, the IC detection is not necessary because a high copy number of

the target can cause preferential amplification of target-specific nucleic acids.

2 If only one target site of the N gene amplifies, verify the sigmoid shape of the curve and the intensity of
fluorescence. In case of a doubtful interpretation, depending on the available material, it is also recommended to:
a) re-extract and re-test another aliquot of the same specimen (if possible, increase sample volume to 750 pl) or,

b) obtain a new specimen and re-test.
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3 In the case of SARS-CoV-2 target sites negative, IC must show an amplification signal with Ct less than 35. The Ct
value could be very variable due to the Endogenous Internal Control is a human housekeeping gene that should be
present in all human nucleated cells in the original sample. If there is an absence of signal or Ct value = 35 of the

Endogenous Internal Control, the result is considered as ‘Unresolved’, and retesting is required.

In case of a continued ambiguous result, it is recommended fo review the instructions for use, the exiraction
process used by the user; to verify the correct performance of each RT-gPCR steps and review the parameters;

and to check the sigmoid shape of the curve and the intensity of fluorescence.

The results of the test should be evaluated by a health care professional in the context of medical history, clinical

symptoms and other diagnostic tests.

10. Limitations of the test

e The results of the test should be evaluated by a health care professional in the context of medical history,
clinical symptoms and other diagnostic tests.

e Although this assay can be used with other types of samples it has been validated with nasopharyngeal and
oropharyngeal swabs and saliva samples, both collected in VIM.

e For good test performance, the lyophilized product should be at the boftom of the tube and not adhered to
the fop area of the tube or the foil seal. Genfly tap each tube on a hard surface to make sure all the
product is at the bottom of the tube.

e An appearance of the reaction mixture in stabilized format, normally found at the bottom of the tube,
different from the usual one (without conical shape, inhomogeneous, smaller/larger in size and/or color
different from whitish) does not alter the functionality of the test.

e The quality of the test depends on the quality of the sample; proper extracted nucleic acid from respiratory
samples must be extracted.

e This fest is a qualitative test and does not provide quantitative values or indicate the number of organisms
present.

e Exiremely low levels of target below the Iimit of detection might be detected, but results may not be
reproducible.

e There is a possibility of false positive results due fo cross-contamination by SARS-CoV-2, either samples
containing high concentrations of target RNA or contamination due to PCR products from previous
reactions.

e The specific primer and probe combinations for detection of conserved regions of N gene used in VIASURE
SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System have been designed based on the
US CDC assay for specific detection of SARS-CoV-2 by amplifying two unique regions of the N gene. They do
not show significant combined homologies with the human genome, human microflora, SARS-CoV or other
coronaviruses, which might result in predictable false positive.

e False Negative results may arise from several factors and their combinations, including:

o Improper specimens’ collection, fransport, storage, and/or handling methods.

o Improper processing procedures (including RNA extraction).

o Degradation of the viral RNA during sample shipping/storage and/or processing.

o Mutations or polymorphisms in primer or probe binding regions may affect detection of new or

unknown SARS-CoV-2 variants.
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o Aviralload in the specimen below the limit of detection for the assay.

o The presence of RT-gPCR inhibitors or other types of interfering substances. The impacts of vaccines,
antiviral therapeutics, antibiotics, chemotherapeutics or immunosuppressant drugs used to prevent
COVID-19 or used during the treatment of the infection have not been evaluated.

o Failure to follow instructions for use and the assay procedure.

e Asingle-target site ampilification or even random positive results is suggestive of slightly different amplification
yield of the target sites of the N gene. Samples with low viral load might result in N single target amplification.
In case of a doubt, it is recommended referring to a reference laboratory for further testing if clinically
indicated.

e Some samples may fail to exhibit RNase P amplification curves due to low human cell numbers in the original
clinical sample. A negative IC signal does not preclude the presence of SARS-CoV-2 RNA in a clinical
specimen.

e A positive test result does not necessarily indicate the presence of viable viruses and does not imply that
these viruses are infectious or are the causative agents for clinical symptoms. However, a positive result is
indicative of the presence of targets viral sequences (N genes).

e Negative results do not preclude SARS-CoV-2 infection and should not be used as the sole basis for
freatment or other patient management decisions. Optimum specimen types and timing for peak viral levels
during infections caused by SARS-CoV-2 have not been determined. The collection of multiple specimens
(types and time points) from the same patient may be necessary to detect the virus.

e If diagnostic tests for other respiratory illnesses are negative and the patient’s clinical presentation and
epidemiological information suggest that SARS-CoV-2 infection is possible, then a false negative result should
be considered, and a re-testing of the patient should be discussed.

¢ In the case of obtaining Unresolved, Indeterminate or Incomplete results using VIASURE SARS-CoV-2 (N1 + N2)
Real Time PCR Detection Kit for BD MAX™ System, retesting will be required. Unresolved results may be due
to the presence of inhibitors in the sample or an incorrect rehydration of lyophilized reaction mix tube. If

there is an instfrument failure, Indeterminate or Incomplete results will be obtained.

11. Quality control

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System contains an Endogenous Internal

Control (IC) in each reaction tube which confirms the correct performance of the technique.

12. Performance characteristics
12.1. Clinical sensitivity and specificity
The clinical performance of VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System was

fested using respiratory clinical samples (nasopharyngeal swabs and oropharyngeal swabs) from patients with

suspected respiratory infection. The results were as follows:

15
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Site Sample type Workflow Target
Hospital Universitario Miguel | nasopharyngeal BD MAX™ ExK™ TNA-3 kit + BD MAX™ Systern SARS-COV-2
Servet (HUMS) swab
“Servicio de Microbiologia” MagMAX™ Viral/Pathogen Il (MVP Il) Nucleic
of the Hospital Universitario | nasopharyngeal Acid Isolation Kit using the KingFisher Flex SARS-COV-2
Marqués de Valdecilla swab System instrument (ThermoFisher) + BD MAX™
(Santander, Spain) System

Table 7. Site, sample type, workflow and target.

True positive and negative values, false positive and negative values, sensitivity, specificity values for VIASURE
SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System were calculated in relation to each

comparator assay as shown in the following tables:

Site | Comparator assay Target TP | TN | FP | FN Sensitivity Specificity
i ™ VID-
SIMplexa™MCOVID-19 | ¢\ oc cova| 63 | 189 | 2 | 0 | 100% (94-100) 99% (96-99)
Direct assay
Cobas® SARS-CoV-2
1| eal fime RT.PCR test | SARSCOV-2[ 16 | 58 | 2| 0 | 100% (79-100) 96% (88-99)
Allplex™2019-nCoV
PIXTM2019-nCOV 1 ¢ pscov2| 71 | 75 | 0 | 0 | 100% (94-100) 100% (95-100)
Assay
TagPath COVID-19
2 CEIVDRT-PCRKIT | ¢ pscov-2| 99 | 0 | 0 | 0 100% (96-100) n.a*
molecular assay +
sequencing

Table 8. True positive and negative values, false positive and negative values, sensitivity, specificity for VIASURE SARS-CoV-2 (N1 +
N2) Real Time PCR Detection Kit for BD MAX™ System.

*Due to the fact that negative samples were not analyzed, the calculation of the specificity of the test could not be performed.

In order to evaluate the compatibility of different sample matrices (nasopharyngeal swab, oropharyngeal swab
and nasopharyngeal/oropharyngeal swab in VIM from Vircell), a compatibility study have been carried out. The
obtained results showed that the three different sample matrices were compatible with the SARS-CoV-2 (N1 + N2)

reaction tube.

The performance of VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System with saliva
samples was evaluated. Negative saliva single samples spiked with a known concentration of frozen quantified
heat-inactivated culture 2019 Novel Coronavirus, Strain:2019-nCoV/USA-WA-1/2020 (ATCC-VR-1986HK) were
tested. The evaluation was designed to be carried out with 30 positive samples (20 samples 2 times LoD (2xLoD),
equivalent to 0.53 genome copies (GC)/uL, and 10 samples 5 fimes LoD (5xLoD) equivalent to 1.32 genome
copies (GC)/uL) and 10 negative samples. This assay was performed using a 750 yl sample volume of each
condition added in the Sample Buffer Tube (SBT) of the TNA-3 Exiraction Kit and it was run in full process mode
(Automated extraction and PCR ampilification) using BD MAX™ ExK™ TNA-3.

The percentage of agreement was calculated in relation to the expected result for each individual sample and

results are showed in the following fable.
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Saliva sample Agreement

Positive sample (2xLoD) 97.5%

Positive sample (5xLoD) 100%

Negative sample 100%

Table 9. Percentage of agreement of VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System with saliva samples.

In conclusion, saliva samples were compatible with VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for
BD MAX™ System.

Results show high agreement to detect SARS-CoV-2 using VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection
Kit for BD MAX™ System.

12.2. Analytical sensitivity

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System has a detection limit of =2 5
genome copies per reaction on nasopharyngeal swabs and 210 genome copies per reaction on saliva samples

with a positive rate of 2 95%.

Note: The detection limit on saliva samples has been calculated using a sample volume of 750 uL (dilution 1:3 in

VIM).

Figure 2. Dilution series of SARS-CoV-2 (N1 + N2) (9.9*104-9.9*10° and 5.0*10° genome copies per reaction) template run on the BD
MAX™ System (475/520 (FAM) channel).
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Figure 3. Dilution series of SARS-CoV-2 (N1 + N2) (9.9*104-9.9*10° and 5.0*10° genome copies per reaction) template run on the BD
MAX™ System (630/665 (Cy5) channel).
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12.3. Analytical specificity

The specificity of the SARS-CoV-2 (N1 + N2) assay was confirmed by testing a panel consisting of different

microorganisms represenfing the most common respiratory pathogens. No cross-reactivity was detected

between any of the following microorganisms tested:

Cross-reactivity testing

Human Adenovirus types 1-5, 8, 15, 31,
40 and 41

Influenza A/New
Caledonia/20/99(HTNT1) virus

Legionella longbeachae

Human Bocavirus

Influenza
A/California/7/2009 (H1N1)pdm0? virus

Legionella micdadei

Bordetella bronchiseptica

Influenza A/Michigan/45/2015
(HINT)pdmO9 virus

Legionella pneumophila

Bordetella holmesii

Influenza A/Singapore/GP1908/2015,
IVR-180 (HIN1)pdmO0? virus

Human metapneumovirus A and
B

Bordetella parapertussis

Influenza A/Victoria/210/2009 (H3N2)

Moraxella catarrhalis

virus
Bordetella pertussis Influenza A/ ThunvninUin/ 5/2017 (H3N2) Mycoplasma pneumoniae
Chl di . Influenza A/Switzerland/9715293/2013 Mycobacterium tuberculosis not
amydia caviae (H3N2) virus rifampin resistant

Chlamydia psittaci genotype A and
C

Influenza A/Hong Kong/4801/2014,
NYMC X-263B (H3N2) virus

Human parainfluenza 1, 2, 3 and
4 viruses

Chlamydophila pneumoniae CM-1

Influenza A/ South Australia/55/2014,
IVR-175 (H3N2) virus

Pneumocytis jirovecii Type Al
and g885652

Human coronavirus 229E, OC43, NL63
and HKU1

Influenza A/DE-
SH/Reiherente/AR8444/ 2016 (H5N8)
Virus

Human rhinovirus type C

MERS Coronavirus

Influenza A/Anhui/1/2013 (H7N9) virus

Staphylococcus aureus subsp.
qureus

SARS Coronavirus Strain Frankfurt 1

Influenza B/Brisbane/60/2008 virus

Staphylococcus epidermidis

Enterovirus 68 and 71

Influenza B/Florida/04/06 virus

Streptococcus pneumoniae 7022

Enterovirus Echovirus 11 and 30

Influenza B/Phuket/3073/2013 virus

Streptococcus pyogenes

Enterovirus Coxsackievirus A24, A9
and B3

Legionella bozemanii

Streptococcus salivarius

Haemophilus influenzae MinnA

Legionella dumoffii

Respiratory syncytial virus (RSV) A
and B

Table 10. Reference pathogenic microorganisms used in this study.

12.4. Analytical reactivity

The reactivity of VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System was evaluated
against RNA from Human 2019-nCoV stfrain BetaCoV/Germany/BavPat1/2020 p.1, Human 2019-nCoV strain 2019-
nCoV/ltaly-INMIT, SARS-CoV-2 strain 2019nCoV/USA-WA1/2020, SARS-CoV-2 strain
BetaCoV/Berlin/ChVir1670/2020_IsolatBER, SARS-CoV-2 strain BetaCoV/Munich/ChVir984/2020, SARS-CoV-2 strain
BetaCoV/Baden-Wuerttemberg/1/ChVir1577/2020_lsolatBER and synthetic RNA confrols for four variants of the
SARS-CoV-2 virus: SARS-CoV-2 isolate Australia/VIC01/2020, SARS-CoV-2 isolate Wuhan-Hu-1, B.1.1.7_710528 and
B.1.1.7_601443, showing positive results.
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EAAHNIKA

MpoPAeropevn Xxpnon

To VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System ¢ival éva auToPATOTTOINUEVO
Te0T RT-PCR TTRAYUATIKOD XPOVOUL, TO OTTOIO £XeEl OXESIAOTE! YIA TNV TTOIOTIKA avixvevaon 1oL RNA tou SARS-CoV-2 o¢
Selyuata pIvOPAPLYYIKOL/CTOUATOPAPLYYIKOL EMXQICUATOS KAl CEAOL aATtd ATOPA TTOL BeWPEOLVTAI LTTOTITA
KpoLOUATA TNG VOOOL TOL KopwvoioL 2019 (COVID-19) amd Tov ETMAyYYeAUATIA LYEIAC TOLS. ALTO TO TEOT
TTPOOPICETAl YIa XPNoN WS Pondnua otn didyvwon Tng COVID-19 o GLVSLACUO PE TOLG TTAPAYOVTES KAIVIKOL KAl
emdnuIoAoyIKoL KivéLvoL. H avdlvon xpnolyotolel To cboTnua BD MAX™ System yia TNV ALOTOUATOTIOINUEVN
e€aywyr 1oL RNA Kal TNG ETAKOAOLONG AALCISWTAG AVTIOPACNS TTOALHEPACNG O TTEPAYHATIKO Xpovo (RT-PCR),
a&loTToIVTAC TA AVTISPACTAPIA TTOL TTIAPEXOVTAI O CLVSLACHO PE KABOAIKA AvTISPACTAPIA KAl AVAAXCIUA YIG TO
oboTnua BD MAX™ System. To RNA e€aydayetal amd KAIVIKG SeiypuaTta, Kal 7O CLUTTANPWUATIKO DNA (cDNA)
oLVTIOETAI Kal evIOXVLETAI XPNOIUOTIOIVTAC RT-PCR KAl QVIXVEDETAI XONOIUOTIOIVTAC POOPICOVTEC AVIXVELTEC

XPWOTIKNG avapopdg, €I8IKOLGS yia Tov SARS-CoV-2.
Iovoyn Kal eme€nynon

O1 Kopwvoioi eival 10i HOVOKAWYOL RNA OeTIKNG TTONKOTNTAG ME TTEQIRANUA KAl AVAKOLY OTNV  OIKOYEVEID
Coronaviridae [1,2]. YTapxouv €€ €idn Kopwvoiwy TToL eival yvwoTd OTI TTPoKaAoLY avBpTtTiva voohuara [2].
TéooepIg 100 (229E, OC43, NL63 kal HKU1) TTpokaAoLV CLUUTITOUATA OUOIA PE TNG KOIVAG YPITING Kal o AAAol SO0
(kopwVOoidG coPaPOL OEEWS AvaTIVELOTIKOL CLVSPOPOL (SARS-CoV) KAl KOPWVOIGS AVATIVELOTIKOL CLVSPOUOL
NG Méong AvatoAng (MERS-CoV)) cival {oovoooyovol Kal TIPOKAAOLY coRapoTepeg emAOKEG [2]. O SARS-CoV
kal MERS-CoV éxouv TpokaAéoel TreplocoTepa ammd 10.000 aBpoIoTIKA TTEQICTATIKA TIG SVO TTOONYOVUEVEC SEKTETIES,

HE TTOCOOTO BvNOIuOTNTAC 34% Yia Tov MERS-CoV kal 10% yia Ttov SARS-CoV [1,3].

Tov Aekéuppio Tou 2019, pepikoi AvBpwTTol TTOL SoLAeLAY 1 JoLoAV YLPW ATIO TNV AYoPd BAAACTIVEY XoLavay
oTn Fovxdav TNG emmapxiag Xouuté otnv Kiva, mapovoiacav Tvevpovia AyvwoTtng aimiag [2,4]. H avaivon pabidg
AANAOLXIONG TGV AVATIVELOTIKGV SEIYUATWYV LTTOSEIKVLE EVAV VEO KOPWVOIO, O OTTOI0G APXIKA OVOUACTNKE VEOG

KOpPwVoiog 2019 (2019-nCoV) kai petemeira SARS-CoV-2 [5].

H petadoon petald avBpwmwyv ToL SARS-CoV-2 éxel emPePaiwBdei, akdpn kal KAtd TNV TEPIOSO £TTMACNC XWPEIG
CULUTITOUATA, KAl O 10C TTPOKAAEl oOPaPA AvATIVELOTIKA VOOHUATA OTTWC ALTA TTOL TTPOKAAOLOE O SARS-CoV
[1,6,7.8]. MapOAO TTOL N TIVELHOVIA €ival TO KOPIO CLOXETICOUEVO VOONUA, OPICUEVOI ACBEVEIC £XOLV LTTOOTE
ocoPapr) Tvevpovia, TIVELPOVIKO oibnua, cLVSPOoUO ofeiag avaTVELOTIKAC SLOXEPEIAS N TTOAAQTTAR AVETTAPKEID
opvyavev kal Bavaro [1,4]. Ta Kévipa EAéyxou kal MpoAnwng Noonudtwv (Centers of Disease Control and
Prevention, CDC) Bewpolv OTI Ta CLUTITOPATA TOL SARS-CoV-2 UTToPE VA TTAPOLOIACTOLY Ot PUONG 2 NUEPES N
EVTOC £WC KAl 14 NUEPGV UETA TNV EKOECN KAl TA TTIO KOIVA ATTO ALTA TTEPIANAUPAVOLY TTLPETO 1) piyn, PAXA, KOTTWON,
avope€ia, pvadyia kal dvomvoia [1,4,6,9]. Alyotepo KoIva gival CLUTITOUATA €ival O TTOVOAQIUOG, N PIVIKA
oLUEOPNCN, O TTOVOKEPAAOG, N SiIdpEoIa, N vavTia kal o ueTog [1,4]. ‘Exel emiong avagepBei ammAeia 60oppnong
(avoouia) A ammAeia yebong (ayevoia) Tpiv amd TNV eKSAAWON AVATIVELOTIKGOV CLUUTITOUATOV [9]. O1 evhAIKES
MEYOALTEENG NAIKIAG Kal TA ATOPA e 0ORAPA LTTOKEIPEVA VOONHUATA, OTTWG N KAESIAKNA ) TIVELUOVIKA vOOOG N O
S1IaBNATNG, PaiveTal va SIAaTPEXOLY PEYAADLTEQPO KivOLVO aAvAaTTLENG TTIO CORAPMV ETITTAOKWY aTTO TNV acBévela
COVID-19 [10].
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H Sidyveon tng COVID-19 ekTeAeital e TOV eVTOTTIOUO TV CLVNBWY AITIOY TNG TIVELUOVIAC VWPEIG KAl AVIXVELETA
anmd TG PEBOSOLS TTPOCSIOPICHUOL AAANAOLXIAC €TTOUEVNG YeviIAg ) RT-PCR ot mpayuatikd xpovo [1,11].
MNPoCPATWG EXOLY KATAOTE SIABECIUEG APKETEG AVAADTEIC TTOL AVIXVELOLV TOV SARS-CoV-2, O6TTWG ALTEG TV CDC
Kivag (yovidia-otoxol ORFlab kai N), Charité — lepuavia (yovidia-otdxol RARP kai E) fy CDC HIMA (§bo oToxol oTO
yovisio N) [12].

To CDC ouviotd Tn Xxpnon Seyudtwyv TNG avaTepne AVATVELOTIKAG 0600  (pivogapuyyika (NP)  kai
oTopATOPAPLYYIKA (OP) emxpiouaTa, E€TXPIOUA HEONGS PIVIKAG KOYXNG, PIVIKO ETTXPIOUd, PIVOPAPLYYIKO
EKTTALUA/AVAPPEOPNUA N PIVIKO EKTTALHA/avapPOPNUA (NW) kal Seiypata odAIov, Ta OTToid CLAAEYOVTAIl KLPIWS
amd  emayyeAdaTia vyeiag) f/kal Selypata TNG KATOTEPNG  AVATIVELOTIKAG 0800  (TITLEAD, EVOOTPAXEIQKN
avappoenon N PEOYXOKLWEANISIKO EKTTALHA Ot ACBEVEIC Pe TIIO COPAPr AvATIVELOTIKA VOCO) YIa TNV TALTOTTOINCON
TOL SARS-CoV-2 [11]. EmmAéov, AAAG KAIVIKG SeiypaTta OTIG aipd, obPa Kal KOTTpAva, PTTopEl va SLAAEXBoLYV yia

TNV ETTOTITEIC TNV TTApovaiag Touv 1oL [11,12].
Apxn Tng Siadikaciag

To kit avixvebong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System éxel oxeSiaoTei
yla Tnv ToIoTIKA avixvevon Touv RNA Tou SARS-CoV-2 oe &elypata pIivoQapLyyIKOL/OTOUATOPAPLYYIKOL
EMXPIOUATOG KAl OlEAov. H avixvevon yiveral ye yébodo RT-PCR evdG PAUATOC OE TTOAYUATIKO XPOVO, OTTOL N
AVTIOTOPOPN HETAYPAPN KAl N ETTAKOAOLON €VIOXLON CULYKEKPIWEVNG AAANAOLXIAG-OTOXOL CLUPRAIiVoLY OTo 1o
owAnvaplo avtidpaons. O ATTOPOVWUEVOG OTOX0G RNA petaypd®eTal, SNUIOLEYOVTAG CLMTTANPWUATIKO DNA e
AVTIOTPOPN PETAYPAPACH TTOL AKOAOLBEITAI ATTO TNV evioxvon SVO SIATNPENUEVGY TTEPIOXWY ToL YoviSiov N (N1 kal

N2) XPNOIUOTTIOICVTAG CLYKEKPIUEVOLG EKKIVNTES KAl AVIXVELTEG POOPI(OLOAC ONPAVONG.

To kit avixveoong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System Bagciletal otn
50aoTNPEIOTNTA ££WVOLKALAONG 57 TNG TToALPEPAoNG DNA. Katd Tnv evioxuon Tou DNA, auTd 10 év{LUO SIAoTId TOV
QAVIXVELTH TTOL CLVEEETAI PE TN CLPTTANEWUATIKA AANAoLXIa DNA, SiaxwpEIilovTag TN XPWOTIKR ATTocReong atd TovV
QAVIXVELTH AvaeoPdAg. ALTA N avridpaon dnuiovpyel adENon OTo CAPA POOPICUOL TTOL Eival AvaAoyn HE TNV

TTOCOTATA TOL TTPOTVTTOL-OTOXOL. H PETENCN TOL POOPICUOL ALTOL YiveETal GTO CLOTNUA BD MAX™,

To kit avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System Trepiéxel o€ kAOe
OWANVA OAG TA ATTAPAITNTA OToIxeia yia TNV avaivon PCR o€ TTOAYUATIKO XPOVO (€I8IKOI EKKIVNTEG/AVIXVELTEG,
dNTPs, pLBUICTIKO SIAGALUA, TTOALUEQACT, AVTIOTOOPN UETAYPAPACN) 08 OTABEPOTIOINUEVN HOP®N, KABWG KAl £vayv
evoOYEVH £0WTEPIKO PAPTLPA YIA TNV TTApakoAoLBnon NG Sladikaciag e€aywyng /KAl TNG AVACTOAAG TNG
50a0TNPEIOTNTAG TNG TTOALPEPACNG. H avAAuon XpNoIWOTIOIEl éva avBlp@TTIVO SIAXEIPIOTIKO Yoviblo wg evéoyevn
e0wTEPIKO papTLEa (IC) (avBpwTvo yovidio RNase P). Ta avBp@TTIiva SIAXEIRIOTIKA YOVISIa eUTTAEKOVTAl OTN PACIKA
OLVTAPNON TV KLTTAPWY KAI, CLVETTWC, AVAUEVETAI VA LTTAPXOLY O& OAA TA EUTTLEPNVA AVOPOTTIVA KOTTAPA KAl Va

S1aTNPOLY OXETIKA OTABEPA ETTITTESA EKPPACNG.

IT10X0G Kavahi Foviéio
SARS-CoV-2 475/520 yovidio N (Mepioxn N2)
SARS-CoV-2 630/665 yovidio N (Mepioxn N1)

Evéoyevn Ecrc?g.lp))mé Maptupa 530/565 avBpwTivo yovidio RNase P

Mivakag 1. IT6x0g, KavaAl kai yovidia.
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4. Napexoueva avridpaoTtnpia

To kit avixveoong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System mrepIAaupavel 1a

akOGAoLOA LAIKA KAl AVTISPACTAPIA TTOL TTAPATIOEVTAI AVAALTIKA oTov livakag 2:

, , , FrPApP®TOG 5
AvnispaoTtnpio/YAIKO Meprypapn KOBIKAC Nocotnta
‘Eva peiypa evIOUWY, AVIXVELTWV-
SARS-CoV-2 (N1 +N2) EKKIVNTWV, PLBUICTIKOL 6|quu0Tog, ‘ 2 OGKOP)\&Q TV 12
. dNTPs, oTaBepOTTOINTGV KAl 1G aloLuIvOXapTO S1dgpavo
reaction fube EVE0YEVOLG ETMTEQIKOL HAPTLPA OF owAnvapiov
OTABEOOTTOINUEVN LOOMN
AIGALUA YIO TV avaoLOTACN TOL 1 0aKOLAQ TGOV 24
Rehydration Buffer tube Ha ylamy ¢ aon 11 aAovuIvoxapTo slapavo
OTABEPOTTOINUEVOL TTPOIOVTOC )
OWANVARIWV

Mivakag 2. AvrispacTipia kai bAIka mov mapéxovrai pe To VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System
pe Ap. Kar. VS-NCO324 (444215).

5. AvmniSpaoTtipla Kai eEOTTAICHOG TTOL TTAPEXOVTAI ATTd TOV XPROTN

ITNV akOAoLONn AioTa TePIAQUPBAvVOVTAl TA LAIKG KAl O €EOTTAICUOC TTOL ATTAITOLVTAI YIA TN XPNON OAAG &ev
epIANaPRavovTal ato KIT avixvebong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System.

e '‘Opyavo PCR og mpayuatikd xpodvo: BD MAX™ System.
e BD MAX™ ExK™ TNA-3 (Avae.:442827 1| 442828).

e BD MAX™ PCR Cartridges (Avao.: 437519).

o ITPOPRINOG.

o MikpommeTTeG (QKPIBEIa PETAEL 2 kail 1000 wL).

e AKPQ PIATPOU.

o TAvVTIa Piag xpnong Xweig movbspa.

6. ILVONKES HETAPOPAG KAl ATTOONKELONG

e Ta KIT UTTOPOULY VA ATTOOTAAOLY KAl VA ATTOBNKELTOLY O¢ BePUOKPATIEG 2-40°C £C TNV NUEPOUNVIa ARENG N
oTToia SNAMVETAI OTNYV ETIKETA.
e MeTd TO Avolypa TWV ONKWV  CAOLUIVIOL TIOL TTEQIEXOLY TOLG OWANVEG AVTISPAONG PTTOPOLY VA

XPNOIUOTTIOINBOLY YIA £G KAl 28 NUEPEGS.
7. Mpo@uAAGELIC yIa TOLG XPNOTES

e To mpoidV TTpoopileTal Yia XPNoN YOVO aTTO ETTAYYEAUATIEG, OTIWG ETTAYYEAUATIEG KAl TEXVIKOLG £0YACTNPEIOL N
VOO NAELTIKOL I6QVOPATOC Ol OTTOIOI EXOLV EKTTAISELTEI OE HOPIAKES BIOAOYIKEG TEXVIKEG.

e [ia SIayvwOoTIKOLG OKOTTOVG in vitro.

e MnV XPNOIUOTIOIEITE ANYHEVA AVTISPACTAPIA /KAl LAIKA.

e MnV XPNOIUOTTIOIEITE TO KIT EAV EXEI AVOIXTE N ETIKETA TTOL CPPAYIEl TO £EWTEPIKO KOLTI.

e MnV XPNOIUOTIOIEITE TA AVTISPACTAPIA €AV TO TTOOCTATELTIKO KOULTI Eival AvoIXTO | OTIACUEVO KATA TNV APIEN.

e MnV XPNOCIUOTTOIEITE TA AVTISPACTAPIA €AV Ol TIDOCTATELTIKEG ONKES £ival AVOIXTEG ) OTTACUEVES KATA TNV AQIEN.
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Mnv xponoiuoTTolEiTe avTISPACTAPIA €AV &gV LTTAPXEI TO ATTOENEAVTIKO N AV Eival OTTACPEVO PECA OTIG BNKEG
TV AvTISPACTNEIWY.

Mnv agaipeite To arroEnEavTiko ato TIC OAKES AvVTISPACTNEIWY.

KAEioTe QUECWG TA TTPOCTATELTIKA COAKOLAAKIA TV AVTISPACTNPIWY PE TO PEPUOLAP TPEAYIONS PETA ATTO
KABe xpNnon. AQaipéaTe TOXOV TTAEOVALZOVTA AEPA ATTO TA CAKOLAGKIA TTPIV ATTd TN OPEAYIoN.

Mnv xpnoigotrolgite avTiSPacTAPIA €AV TO AAOLUIVOXAPTO EXEI AVOIXTEN 1) £xel LTTOOTE {NPIAL.

Mnv avapiyvoeTe avTiSpacTipia atrd SIAPOPETIKA TAKOLAGKIA /KAl KIT /KAl TITAPTISES.

MoooTaTeLOTE TA AVTISPACTAPIA ATTO TNV LYPACIA. H TTapaTteTauévn ékBeon o€ LYPACIA PTTOEE va eTTNPEEACEI
TNV amdd00n TOL TTPOIOVTOG.

AlQTNENAOTE TA OTOIXEIA PAKPIA ATTO TO PWG.

Ye TIEQIMTTAOEIS KATA TIG OT10ieG SieEdyovTtal GAAa TeoT PCR oTnv i61a yevIKr TIEQIOXA TOL £E0YACTNEIOL, TTPETTEI VA
gioTe 1610iTEOA TTPOTEKTIKOI WOTE va e€acpalioeTe OTI TO KIT avixvebong VIASURE SARS-CoV-2 (N1 + N2J Real
Time PCR Detection Kit for BD MAX™ System, 10 kIT £€aywyng BD MAX™ ExK™ TNA-3, ToxOv moooHeTa
AvTISPACTAPIA TTOL ATTAITOLVTAI YIA TOV EAEYXO KAl TO oLOTNUC BD MAX™ Sev ExoLV HOALVOEL. ATTOPUYETE
TAon Buoia TN JOALYON TWV AVTISPACTNPIWY ATTO LIKPORIA KAl PIBOVOLKAEAoN (RNase)/seofupiBovoukiedion
(DNase).  Ioviotdtar n  xpnon oTepwyv  AKpWY  TITETTAG  WIAG  XPNOoNG  XWEIS  PIROVOLKAEAOoN
(RNase)/seofupipovoukAedon (DNase), avBekTK@V o€ agpolOA 1) BETIKAG PETATOTTIONG. XPNOIUOTIOINCTE VEO
AKPO vIa K&Be Seiyua. Oa mpémmel va aAAaleTe yavTia TPV ammd TO XEIPIOWO TV AVTISNACTNPI®V KAl TWY
Soxeiwv (BD MAX™ PCR Cartridge).

Na TNV amoguyr JOALYONG TOL TTEPIBAANOVTOG ATTO AUTTAIKOVIA, PNV ATTOCLVAPUOAOYNOETE TO doxeio BD
MAX™ PCR Cartridge petd 1n xpnon. Or saktbAIol oTeyavoTtroinong tou doxeiov BD MAX™ PCR Cartridge
EXOLV OXESIAOTEN I TNV ATTOPLYN TNG UOALVONG.

IXESIAOTE UIA HOVOSPOOUN PON £PYACIWY. Oa TTEETTE va EEKIVA aTTO TNV TTEQIOXN €EAYWYNG KAl VA OLVEXICEl oTNV
TIEQIOXN £VIOXLONG KAl AViXveLONG. MNV ETTICTEEPETE SelyUATA, EEOTTAICHO KAl AvTISPACTAPIA OTNV TTEPIOXN OTNY
OTTIOIA TTPAYUATOTIOINONKE TO TTOONYOLEVO PrUA.

AKOANOLONOTE TIC KAAEG TTOCKTIKEG £0YACTNPIOL. POPECTE TTPOCTATELTIKA POLXA, XPNCIUOTIOINCTE YAVTIA WIAG
XPNOoNG, YLOAAIA KAl YAOKA. Mnv TOTE, TTiveTe KATTVIZETE 1 €PAPUOOTE KAADLVTIKA TPOIOVTA OTNV TTEPIOXN
€pPYaoiag. MALVETE TA XEPIA CAG PETA TNV OAOKANOWON TOL TECT.

Ta Seiypata TTEETTE VA AVTIMETOTTI{OVTAl OGS SLVNTIKA JOALOUATIKS KAl / 1) BIOAOYIKA ETTIKIVOLVOC, OTTWG ETTIONG
KAl OAQ TA AVTISPACTAPIA KAl TA LAIKA TTOL €XOLV €KTEDE OTA SeiyUaTa KAl O XEIPIOPOG TOLG TIPETTEN VA YiveTal
OVUPWVA PE TOLG EBVIKOLG KAVOVIOUOVLS ACPAAEIAS. AGRETE TIC ATTAPAITNTEG TTOOPULAAEEIC KATA TN CLANOYA,
HETAPOPA, TNV ATTOBAKELON, TO XEIPIOUO KAl TNV ATTOPPIPN TV SEIYUATWYV.

O XeIPIoPOC TV SEYUATOV KAl TV AvTISpaoTnEi®yV TTPETE va yivetal & BAAAUO PBIOAOYIKAC ao@AAeiag.
Xpnoiyotoieite personal protective equipment (PPE) Touv cuvadel pe TIG TREXOLOEG KATELOLVTAPIEG OdNYiES,
yla TOV XEIPIOPO TV SLVNTIKA UOALCUATIKGOV SEYUATWY. H 81a0eon TV AmmOPAATOY TTPETTEl va YiveTal
OVUPWVA PE TOLCS ICXDOVTEC TOTTIKOVLGS KAl TTEPIPEPEIAKOVC KAVOVIOUOULC.

YuVIOTATAI N TAKTIKA ATTOALUAVON TOL CLVABWGS XENOIUOTTOIOVLHEVOL £EOTTAICHOU, EISIKA OTIC PIKQOTHTTETTEC KAl
TIC EMPAVEIEC EQYaTiag.

Youpwva pe tov Kavoviopd (EK) Ap. 1907/2006 (REACH), Sev armaimrovbvTal SeATia SeSouEviy aopaAEiag
(Safety Data Sheets) yia 1a kit “VIASURE Real Time PCR Detection Kits", Adyw NG TafivOUNOCNG TOLG WG N
EMKIVOLVY YIad TNV LyeEid kal TO TIEPIRAANNOY, €POCOV Sev TIEQIEXOLY OULOIEC N/KAI PEyUATA TTOL VA

AVTATTOKPIVOVTAlI OTA KPITAPIA TAgivOuNoNG OLOIWY WG ETMKIVOLV®Y, OTIWS ALTA TTapovaoialovTal OToV
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Kavovioud (EK) Ap. 1272/2008 (CLP), N ol ovcieg/Ta peiypaTa Sev TTEQIEXOVTAl O€ CLYKEVTOWOEIC LWNAOTEPES
atrd TNV TIUA TTOL KABOPIZETAI OTOV TTPOAVAPEPBEVTA KAVOVIOUO YIa TN SAAWGCT TOLG.
o AVATPEETE OTO EYXEIPISIO XPNOTN TOL CLOTAUATOG BD MAX™ yia TTPOCHOETEG TTPOEISOTTOINTEIG, TIPOPULAGEEIC KAl

Siadikaoieg.

8. Aiadikaocia SoKIung

8.1. IvAAoyn, amoOnkKevon Kal HETAPOPA SEIYHATDV

To kit avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System éxel eeyxOei o¢
PIVOPAPLYYIKA/CTOPUATOPAPLYYIKA ETTIXPIOUATA, Ta oTToia eANPOnoav ot viral transport media (VTM) (Vircell S.L.,
lomravia). Ta pIvOPAPLYYIKA ETTIXQICUATA CLAAEXBNKAY ¢ yéoa BD™ UVT System, péco petapopdgs kal Siathpnong
IoyeVoLC LAIKOUL (Biocomma®), péco PETa@opds 1oyevolg LAIKoL UTM (COPAN, Diagnostic Inc.), oteipo péco
peTapopac (Deltalab®), kaboAikd upéoo petapopdc (UTM) kar pyéco IMPROVIRAL™ Viral Preservative Medium
(VPM) amd tnv Guangzhou Improve Medical Instruments Co. Ltd. Ta Seiypata oieAov cLAAEXBNKav o€ péco Viral
Transport Medium (VTM), BDTM Universal Viral Transport (UVT) r) IMPROVIRAL™ Viral Preservative Medium (VPM). Ol

SIAQOPETIKOI TOTTOI SEIYUATWY Ba TTPETTEI VA ETTIKLPWOOLY ATTO TOV XPNOTN.

Ta &eiypata CLANOYNG, ATTOBNKELONG KAl UETAPOPAG TIEETTEI VA SIATNEOLVTAI COUPWVA HE TIG CLUVONKES TTOL
ETTKLPWVOVTAI ATTO TOV XPNOTN. TLVOAKA, TA AVATIVELOTIKA SelypaTa KAl OIEAOL TTPETTEl VA GLAAEYOVTAI KAl va
emMonuaivovTal KATAANAG o¢ KaBaPa SOXEIA Ue I XWPIG HECA PETAPOPAG (AVAAOYA He TOV TOTTO TOL SelyUATOG) KAl
va LTTORAANOVTAI O¢ eTTeEEPYATia TO CLVTOUOTEPO SLVATO WOTE VA SIACPANCTE N TTOIOTNTA TOL TEOT. Ta SeiyuaTa
TIOETTEl VA UETAPEPOVTAI Ot BEPUOKPATIEG Ao 2 £wG 8°C vIa £G KAl 72 WPES, COUPWVA WUE TOLG TOTTIKOLG KAl
€OVIKOVLC KAVOVICUOUG YIA TN METAPOPA TTABOYOVOL LAIKODL. MNd HAKOOTIPOBECUN UETAPOPA (TTEQICCOTEQES ATTO 72
WPESG), TIPOTEIVOLUE TNV ATTOCTOAN Ot Bgpuokpacia <-20°C 1 XaunAOTeEN. MpoTeiveTal N xpNon VEwy SelyuaTwV yia
1O TeOoT. Ta Seiyyata PITOPoLY va ATmoONnKeLTOLY CO€ BePUOKPACIEG amd 2 £wg 8°C yia WG KAl 72 OPES N
KaTeWLypéva oToug -20°C 1 1Savikd otoug -70°C yia Siathpnon. O1 emavaAauBavOouEvol KOKAOI WHENG-ATTOWLENG

TTIOETTEl VA ATTOPELYOVTAI TIDOKEIWEVOL VA ATTOPELXOEI N LTTORABUIC TOL SElYUATOG KAl TV VOUKAEKQOV OLEWV.

Ta Seiypata pIvopapLYYIKOL/CTOPUATOPAPLYYIKOU ETTIXOICUATOS KAl GIEAOL TTOETTEl VA CUAAEYOVTAI, VO HETAPEOOVTAI
Kal va @LAACOOVTAl CUUPWVA PE TIC KATAAMNAEG KATELOLVTAPIEG O8NYiEG TOL €pyaoTNEIOL. MNA AETTTOUEPEIES
avaTpégeTe oTtnv oényia CDC (Specimen collection guidelines. lotoceAiba

https://www.cdc.gov/urdo/downloads/SpecCollectionGuidelines.pdf kai Interim Guidelines for Collecting,

Handling, and Testing Clinical Specimens for COVID-19. lotooeAiba https:// www.cdc.gov/coronavirus/2019-

ncov/lab/guidelines-clinical-specimens.html) kar IDSA guideline (Miller, J. M., Binnicker, M. J., Campbell, S., ... &

Pritt, B. S. (2018)). A guide to utilization of the microbiology laboratory for diagnosis of infectious diseases: 2018
update by the Infectious Diseases Society of America and the American Society for Microbiology. Clinical

Infectious Diseases, 67(6), e1-e94).
8.2. TMpocroiyaoia dsaiyparoo kai e§aywodyn RNA

EkTEAEOTE TNV TTPOETOIUACIa TOL SelyuaTOG COUPWVA UE TIG CLOTACEIG OTIC 08NYIEC XPNONG TOL KIT £EAYWYNG TTOL

xpnoliJotrokita, BD MAX™ ExK™ TNA-3. InueicdoTe OTI oplouéva GANa  Seiypata  pmiopel va  amaimovv
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poeteCepyaaoia. Mpémmel va avamroxBoLy Kal va emKLPWOOLY amod Tov XPNOTN ol SIASIKACIEG TTOOETOINACIAG

€€AYWYNG YIO CLYKEKPIPEVEG EPAPPOYEC.
Kata tn xpnon pivopapLyyIKoL | GTOUATOPAPLYYIKOL SEVUATWV:

1. Xopnynorte pe mmmérta amo 400 £wg 750 UL pIvopapLYYIKOL/CTOUATOPAPLYYIKOL ETTIXOICUATOG TTOL CLAAEXONKE
o€ YECQA PETAPOPAC 10YEVODS LAIKOL (VTM) ) oe BD™ Universal Viral Transport (UVT), o€ cAAVA pLBUICTIKOV
SilaAbuaTocg Seiypatog BD MAX™ TNA-3 Sample Buffer Tube, kal kA&ioTe TOV CAAVA e TTOUA SIAPEAYUATOG.
E€aocpaliote TNV TTANPN avauiEn oTpoBIANI{ovTac To Seiyua oe bWNAR TaxLTNTA Yia 1 AeTTTo. MPoXWPENOoTE OTN
Siadikacia BD MAX™ System Operation.

ITNV TTEQITITGOON XPNONG SEIYUATWY CIEAOL TTOL CLAAEXONKAV O€ YECO PETAPOPAG:

1. H ouAoyn TV SelyuATY CIEAOL PTTOPE! VA Yivel o€ UECO HETAPOPAGS 10YevoLS LAIKOL (VIM), BD™ Universal
Viral Transport (UVT) 13 IMPROVIRAL™ Viral Preservative Medium (VPM) oe avaloyia 1:3 (oiehog:uéco).
AvadeLoTe vIa 1 AeTITO e LYNAF TAXLTNTA. XopPNYNOoTe pe TTETTA 750 UL o BD MAX™ TNA-3 Sample Buffer
Tube Kal KAEIoTE TO TWANVAPIO PE TTOUA SIAPPAYUATOC. EEao@aNioTe TNV TTANEN avauiEn oTpoRIAi{ovTag To

Seiypa og LYPNA TaxLTNTA via 1 AeTTTo. MpoxwENoTe oTn Sladikacia BD MAX™ System Operation.
ITNV TTEQITITAON XPNONG OKETWV SEIYUATWY CIEAOUL:

1. IovoéLAOoTE TOV CiEAO PE PECO PETAPOPAGS I0YEVOLS LAKOL (VIM), BD™ Universal Viral Transport (UVT) R
IMPROVIRAL™ Viral Preservative Medium (VPM) é101 @oTe N TeNKr) avaloyia oiéhov:pécou va eivar 1:3.
AvadeboTe via 1 AeTTTO o€ LYNAR TaxLTNTA. KaTtoTV, XoPNYNOTE We THITTETTA 750 YL o BD MAX™ TNA-3 Sample
Buffer Tube kal kAeioTe TO OwANvApIO PE TOPA dlappdyuaTtog. EEaocealiote tTnv TANPN avauign
oTpPoPINilovTag To Seiypa oe LYWNAN TAXLTNTA via 1 AeTTO. MpPoxwENOoTe oTn Sladikacia BD MAX™ System

Operation.

8.3. T[MpwrtokoAAo PCR

INUEION: AVATREETE OTO EYXEIQISIO XPNOTN TOL CLOTAKMATOS BD MAX™ yia avaALTIKEG O5NYiES.

8.3.1. Anuiovpyia mpoypdauparog teor PCR yia 1o kit avixvebong VIASURE
SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™
System

Inueicon: Av éxete 6N dnuiovpynoel To TeoT Yia TO VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit

for BD MAX™ System, utropeite va TrapaAeiyete To PAua 8.3.1 kal va petaPeite amevBeiag oto PAua 8.3.2.

1) Itnv 0Bovn “Run” (EkTéAeon) ToL CLOTAUATOG BD MAX™, emAé€Te TNV KapPTEAT “Test Editor” (Eme€epyaoia

TEOT).
2) Kavrte KAk oTo kovuTtti “Create” (Anuiovpyia).

3) Itnv kaptéAa “Basic Information” (Baocikég TANpo@opieg), evidg Tou TTapabvpou “Test Name” (Ovoua
TEOT), 6WOTE £va Ovoua oTo TeoT: SNA. VIASURE SARS-CoV-2 (N1 + N2).
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4)

5)

6)

7)

8)

9)

17O AVATITLOCOUEVO PevoL “Extraction Type” (ToTTog e€aywyng), emAéETe “EXK TNA-3".

YTO AVATITLOCOUEVO PevoL “Master Mix Format” (Mop@n Kbplag avapueiEng), emAe€te “Type 5" (Tutmog 5).

a. Inueiwon: To Tmpoiov pmopei va xpnolyotoin®ei og cuvévacouod e TPOoBeTo TeoT VIASURE yia BD
MAX™ kal oTn ouvéxela va emAé€ete “Dual Master Mix Concentrated Lyophilized MM with
Rehydration Buffer (Type 5)" (ZOUTTOKV@PEVO AVOPIAOTIOINUEVO MM SITTARG KOPIAG AVAUEIENS HE

PLOUICTIKO SIAALUA eTTavVLEATWONG (TuTTOC 5)).

TNV Tepioxn “Sample extraction parameters” (Mapduetporl e€aywyng deiyuatog), emAéEte “User defined”

(KaBopliopdg amd Tov XpNoTn) Kal TTPOCAPUOCTE TOV OYKO ToL Seiyuatog o€ 950 uL.

TNV meploxn “Ct Calculation” (YmoAoyiouog Ct), emAe€te “Call Ct at Threshold Crossing” (KAfion Ct kata

TNV LTTEPPRACN KATWPAIOUL).

Edv xpnoluoTroleite TNy ékdoon AoyIopikoL 5.00 1 peTayeveéoTepn, €mMAEETE Ta akOAovBa oTo “Custom

Barcodes” (MpocapuUOTUEVO! YOAUUGWTOI KWSIKES):

a. [PAUU®TOC KWIKAg B¢ong mpoodptnong 2: 1G (apopd 1o cwAnvdplo avTispaong SARS-CoV-2
(N1 + N2) reaction tube).

b. Tpauuwtdg kdIKAg Béong MpoodpTtnong 3: 11 (apopd To cwAnvapio Rehydration Buffer tube).

Cc. TPaAUU®TOG KWIKAG Béong mpoodptnong 4: éva AAo owAnvdpio avTispaonsg VIASURE
(810POPETIKO aAOLUIVOXAPTO) av eMAEEETE TN Hop®n “Dual Master Mix Concentrated Lyophilized
MM with Rehydration Buffer (Type 5)" (ZUUTTOKV@UEVO ALOQPIAOTIOINUEVO MM SITANG KLPIAG

AvApEIENG e PLBUICTIKO SiIAALUA eTavLSATWoNG (Tutrog 5)) (EvoTnTta 8.3.1).

TNV KapTéAa “PCR settings” (PuBuiceig PCR), eicaydayeTe TIC AKOAOLOEG TTapAETPOoLG: “"Channel Settings”
(PuBuiceig kavaiiou), “Gains” (Auvgnoeig) kal “Threshold” (KatwAio) (Mivakag 3).

a. Inueiwon: To TTPoidV putropel va xpnaoiuotroin®el oe cLVSLACUO Pe TTPOCBETO TeoT VIASURE yia BD
MAX™, O1 “PCR Settings” (puBuiceic PCR) kai Ta “Test Steps” (Briuata Tou TeoT) Oa TEETE va

OAOKANP@BOLV YIa TIG BECEIC TTPOCAPTNONG SNap-In 2 (TTPdaoIvo) kail Snap-In 4 (UTTAE).

Channel Alias Gain Threshold Ct Min Ct Max
(Kavahi) (Yevdmvouuo) (Avénon) (KatcpAio) (EAaxioto CH) (MéyioTo Ct)
SARS-CoV-2
475/520 (FAM) T16x0C N2 80 150 0 40
530/565 (HEX) Evéoyevic IC 80 150 0 35
585/630 (ROX) - 0 0 0 0
SARS-CoV-2
630/665 (Cy5) s1O%0C N1 80 150 0 40
680/715 (Cy5.5) - 0 0 0 0

Mivakag 3. PCR settings (PvBpiceig PCR).

Inueicdon: ILVICTATAl VA OPICETE TIG EAAXIOTEG TIHEG KATGWPAIOL TTOL AVAPEPOVTAl TAPATAVE Yid KABe KavANl WG onueio ekKivnong,
alld ol TeAIKEG pLOHIcEG TPETTEl va KaBopiovTtal amo Tov TENIKO XPNOTN KATA TNV £PUNVEID TV ATTOTEAECHATWV, TTPOKEIUEVOL VA
S1a0¢paNIoTel OTI Ta KATOPAIA EUTTITITOLY EVTOG TNG EKOETIKAG (PAONG TWV KAUTTLAGV (pOOPICUOL Kal TTAVe amo OmoIoSAToTE Onua

vroBAaBpov. H Tipn Katw@Aiov PTTopEi va Siapépel yia S1apopEeTIka 0pyavd AOY TV SIAPOPETIKOV EVIATE®V OHPATOG.

TNV KapTéAa “PCR settings” (PuBuiceic PCR), eicaydyeTte €Tmiong TIG aKOAOLOEG TTapapETpoLg “Spectral

Cross Talk” (PaouaTikh cuvakpoaon) (Mivakag 4).
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False Receiving Channel (Ec®aAuévo KavaAl bITOS0XNG)
Channel
(Kavahi) 475/520 | 530/565 | 585/630 | 630/665 680/715
475/520 - 3.0 0.0 0.0 0.0
Excitation | 530/565 1.0 - 0.0 0.0 0.0
Channel "5a5,030 [ 0.0 0.0 - 0.0 0.0
(KavaAi
Sityepong) | 6307665 | 00 0.0 0.0 - 0.0
680/715 0.0 0.0 0.0 0.0 -

Mivakag 4. Napdperpol paocuarikng ocvvakpoaong (“Spectral cross-talk”).

11) Itnv kapTéha “Test Steps” (BAuATA TEOT), ElI0AYAYETE TO TTPWTOKOAMO PCR (Mivakag 5).

Step Name Profile Type Cycles g;:;(si Temperature Detect
(Ovopa Bnuarog) (Tomrog mpopil) | (Ciclos) (s))p (Temperatura) | (Deteccién)
Reverse transcription Choque ! 900 45°C )
(AvTioTpOoMN UETAYPAPH) térmico
Initial Ideno‘rurghon Clhoque ! 120 98°C )
(ApXIKN METOLOIWON) térmico
Denaturation and 10 95°C _
Annealing/Extension
bt cgllechon) 2-Temperaturas 45
(MéeTouvoiwon kal 61.1 63°C v
AvOTITNON/EMéKTAON '
(XuA\oyn Sedouivav))

Mivakag 5. NpwTokoAAo PCR.

12) KavTte KAIK oTO KovuTtt “Save Test” (ATToOrkevon TeOT).

8.3.2. POOuIoN pagicdv BD MAX™

1)

2)

3)

Na kdBe Seiypa TPOG EAeyxo, agaipéoTe pia Evidia Awpida avnidpaotnpiov amd 1o KIT BD MAX™ ExK™
TNA-3. XTOTINOTE ATTAAG KABe AwpPida ot UIa oKANPEN €mpdaved yia va PePaiwbdeite 0T OAa Ta LYPA
BpiokovTal OTO KATW PEPOG TV CWANVGYV KAl TOTTOOETHOTE TIG OTA PAPIA SElYUATOV TOL CLOTHUATOS BD
MAX™,
AQAIPETTE TOV ATTAITOLUEVO APIOUO CWAMV@YV e€aY®YNG BD MAX™ EXK™ TNA (B4) (AeLKO aAoLUIVOXAPTO)
amd TO TMPOOTATELTIKO CAKOLAJKI. MPOCAPTACTE TOLG CWANVES £EAYWYNG (AELKO AAOLUIVOXAPTO) OTIC
avTioToIxeG Béoelg otn Awpida TNA (©éon TmpocdpTNoNng 1, KWOSEIKOTTOINGON AELKOL XOWUATOG OTO PAI.
AvaTtpéfte otnv Ekova 1). ApaipéoTe Tov TTAeovAlovTa aépa Kal KAEIOTE TO OAKOLAGKI HE PEOHOLAP
oppdyiong.
MNpocbdiopioTe KAl SIAXWEIOTE TOV KATAAANAO apiBud amd owAnvapia avtispaong SARS-CoV-2 (N1 + N2)
reaction tubes (1G aAoLuivOXaPTO) Kal TTPOCAPTACTE TA OTIC AVTIOTOIXEG BEoeg oTn Awpida (Oton
TTPOCAPTNONG 2, KWSIKOTTOINGN TTPACIVOL XPWUATOG OTO PAPI. AvaTpéfTte otny Eikova 1).
a. Ag@aipéoTe Tov TTAeovalovia aépa Kal KAEIOTE TA AAOLUIVEVIA CAKOLAAKIA HE TO (QEQPUOLAP
oppdayiong.
b. Na tn diEfaywyr TNC CWOTAG emavudatwong, PRePaiwBeite OTI TO ALOPINOTIOINUEVO TTPOIOV
BpiokeTal OTO KATW PEPOC TOL CWANVA KAl Sev €ival TIOOOKOANUEVO OTNY EMTAVE TIEPIOXN TOL
OCWAAVA N OTN OPPEAYICN TOL AAOLUIVOXAPETOL. XTOTINOTE ATTAAG KABE CWANVAPIO O€ pIa OKANEN

EMPAVEIA YIa va PePaindBeite OTI OAO TO TTPOIOV PPICKETAI OTOV TTLOUEVA TOL CWANVAPIOL.
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4)

i. Inueioon: Av emAé€ete TN Yopen “Dual Master Mix Concentrated Lyophilized MM with
Rehydration Buffer (Type 5)" (ZLUTTOKV@UEVO AvO®IAOTTOINUEVO MM SITTAAG KOPIAC
avapeiEng Ye pLBUICTIKO SiIdALPA emavLdaTwong (ToTog 5)) (Evotnta 8.3.1), TpoodiopioTe
Kal SlaxwpioTe Tov KATAAANAO apiBud mpooBetwyv cwAnvwy avribpaong VIASURE
(810OPETIKO  AAOLUIVOXAPTO) Kal TTPOCAPTACTE OTIC AVTIOTOIXEG Oéoeg oTn Awpida
(©¢on TpooAPTNONG 4, KWSIKOTTOINON UTTAE XPWUATOG OTO pA®l. AvaTpé€te oTny Eikova
1). ApaipéoTe Tov TTAeovalovTa aépd Kal KAEIOTE TA QAOLUIVEVIA OAKOLAGKIO PE TO

PEPHOLAP TPPAYIONG.
AQaIpéoTe TOV ATTAITOLUEVO apIBUO ocwAvewyv Rehydration Buffer tubes (11 alovuivoxapto) kal
TTPOCAPTACTE OTIC AVTIOTOIXEG BETEIG O0Tn Awpida (@éon TMpoocdpTnoNg 3, KWSIKOTTOINON XWEIG Xpwud
oT0 PAPIl. Avatpéfte otnv Ekdva 1). ApaipéoTe Tov TIAeovAlovTa Qépa Kal KAEIOTE TO CAKOLAGKI e

PEPHOLAP OPPAYIONG.

a. Tia va e€aocpalioTei N owoTh PetTagopd, RPepalwBeite 0TI TO LYPO PPICKETAI OTO KATW PELOC TOL
OWAAVA KAl Sev €ival TTPOOKOANUEVO OTNV EMTAVE TIEQIOXN TOL CWANVA 1 TN oPEAYICN TOL
AAOLUIVOXAPETOL. XTLTTACTE ATTAAA KABE OWANVAPIO O€ UIa oKANEN EMPAVEID Yia va BepaiwBeite

OTI OAO TO PLOUICTIKO SIAALUA PEICKETAI OTOV TTLOUEVA TOL CWANVAPIOL.

Eikova 1. Awpida avrispactnpiov BD MAX™ TNA (TNA) amo 1o kit BD MAX™ ExK™ TNA-3 kit.

Ace€apevn
MPOCAPTWUEVOl GOAAVES amopAnTY

AKOQ TITTETTAG
#1 #2 #3  #4

: T T T T .

olle||le|e

. TWOANVAG

_ IoMvag a}rispaong
amoocLyBeonc/amodécuevonc (mboaipeTikdE) e||le||o]|o

PLBUICTIKO
) S vpa ~
62‘52)\qu§ mALONG ellel|lo]lo
Yovne PLBUICTIKO SIGALUG 0.\,
IwAfvag avrispaong 1 EKTTALONG

#1 #2 #3 #4

PLBUIOTIKO SIAALUA PLOUICTIKO SIAALON
eMavLSATWONG €EOLSETEPWONG

8.3.3. POOuIoN opyavwv BD MAX™

1)

2)

3)

EmAECTE TNV kapTéha “Work List” (AioTa epyaociag) otnv oBoévn “Run” (EkTéAecn) OTO AOYIOUIKO
oLOTAUATOG BD MAX™ £k6.4.50A 1| UETAYEVECTEPNG.

ITO avamruooopevo pevoL “Test” (TeoT), emAégte VIASURE SARS-CoV-2 (N1 + N2) (av bev &xel nén
SnuiovpynBei, avaTpéfte oTnV evoTnTa 8.3.1).

EmAECTE TOV KATAAANAO apiBuod TTapTibag KT (Bpioketal oTo €€WTEPIKO KOULTI TOL KIT €€AYWYNG TTIOL

XpNolJotolgiTal) amd TO avamTuOoCOUEVO HEVOL (TTPOAIPETIKA).
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9.

4) Eicaydyete TovV apiBud avayvopiong ToL CWAAVA PLBUICTIKOL SIAALUATOG SEiyUATOG OTO TTAPABLPO
OWAAVRV &eiyuaTtog Tng “Work List” (AioTa egpyaciag), eite ye oApwaon TOL YOAUU®TOL KWSIKA HE TOV
OCAPWTA UE XEIPOKIVNTN KATAXWEION.

5)  IOUTTANPGOTE TO TAPABLPEO SEiyUATOG/TALTOTNTAC ACBevoLS N/kal éviagng Tng “Work List” (AioTa
epyaociag) kal KAvte KAK 0TO KoLWTT "Save" (ATToBrnKeLOon). ILVEXIOTE £C OTOL KATAXWPEICTOLV OAOI Ol
OWAAVEG PLOPICTIKOL SlaAbUaTOG Seiypatog. BePaiwbeite 611 TO Seiypa/n TALTOTNTA ACOEVOLS KAl Ol
OWAAVEG PLOUICTIKOL SIAADUATOG SEIYUATOG £XOLYV AVTICTOIXIOTEN E AKPIPEI.

6) TOTTOBETAOTE TOV TTIPOETOIUACUEVO CWANVA PLBUICTIKOL SIAADUATOC S€iyUATOS OTO PA®I BD MAX™,

7) TomoBetnoTe TO PAQPI OTo cLOoTNUa BD MAX™ (To pdgl A TOTTOBETEITAl OTNYV aPICTEPR TTAELPA TOL
ouoThuAaTog BD MAX™ kai To pd@l B oTn 6e€1d TTAcLEA).

8) ToTmoBETAOTE TOV ATTAITOLUEVO APIBUO Soxeiv BD MAX™ PCR Cartridge(s) oto cboTnua BD MAX™,

9) KAeiote TN BVPA TOL CLOTAPATOC BD MAX™,

10) KavTe kAIk otny emAoyn “Start Run” (Evapén ektéAeong) yia va Eekivhoel n Siadikacia.

8.3.4.'ExkOeon BD MAX™

1) ZTO KOPIO PEVOD, KAVTE KAIK OTO KOLUTT “Results” (ATToTeAéouaTal).

2) Kavte SITTAG KAIK OTNV eKTEAEON OTN AiOTa 1) TTATACTE TO KoLUTT “View" (MPoPROAR).

3) Kavte KAk oTnv emAoyn “Print” (EkTOTION) Kal emMAEETE: “Run Details, Test Details and Plot..." (AemTouépelieg
EKTEAEONG, AETTTOUEPEIEC TEOT KAI AKOAOLBIA...).

4) Kavte KAk oTo kouvuti “Print or Export” (Ektomwon rfy E€aywyr) otnv 08dvn “Run Reports” (EkTéAeon

EKOECEWV).
Eppunveia amoteAeoparov

Na AETTTOUEPN TTEQIYPAPH TOL TOOTTOL AVAALONG §e50UEVV, AVATPEETE OTO EYXEIPISIO XPNOTN TOL CLOTAKATOC BD

MAX ™,

H avaAvon Twv 6e50uEveV Yiveral amd To AoyIoUkd BD MAX™ cOu@@va pe TIG odnyieg TOL KATAOKELAOTN. To
Aoyiopikd BD MAX™ avagépel TiuEG Ct kal KAUTTOAEG evioxLong yia KABe KavaAl avixveuTn KABe SeiyaTog TTou

EAEYXETAI LE TOV AKOAOLOO TPOTTO:

- H mipr) Ct 0 umodeikvOel 0TI Sev LTTOAOYIOTNKE TIUR Ct ATTO TO AOYICUIKO UE TO KABOPIoUEVO KATW®AIO (PA. Mivaka

3). H kauttOAn evioxuong Tou SeiyuaTtog 1Tou eppavidel Ty Tiun Ct "0" mpéTel va eAeyxBei xelpokivnTa.
- H miun Ct -1 brmodeikvdel OTI Sev £xel TTPAYUATOTTOINGE Siladikacia evioxuong.

- OTroladnrote AAAN TR Ct TTRETTEl VA €0UINVEDETAI OE CLOXETIOUO HE TNV KAUTTOAN evioXLONG KAl COUPWVA [E

TIG 06NnYieg epunveiag eiyuaTog oL TEplypa®ovTal oTov Mivaka é.

EAEYETE TO ONUA €0WTEPIKOL PAPTLEC YIA VA EMAANBELCETE TN CWOTH AEITOLPYIA TOL WPEYUATOC evioxuong.

EmmAtov, BePaiwBdeite OTI Sev LTTAPXEI £EKBECN TNG ATTOTLXIAG TOL CLOTAKATOS BD MAX™,

Ta ammoteAéopata Ba mpétel va SiaRAadovTal Kal va avaAbovTal XoNCIPOTIOIVTAG TOV akOAOLOO TTivakda:

28



IU-444215engr0521 rev00

SARS-CoV-2 Evéoyevng SARS-CoV-2
(o1dx06 N2) SeA RN (o10Xx0G N1) Epunveia
Haprtovpag (630/665)
(475/520) (530/565)
+ +/-1 + AvixvebTnke RNA yoviSiov N SARS-CoV-2!
+2 +/-! - AvixvedTnke RNA yoviSiov N SARS-CoV-212
- +/-! +2 AvixvedTnke RNA yoviSiov N SARS-CoV-212
- +3 - Agv avixvedtnke RNA yovisiov N SARS-CoV-23
Mn emAvpévo (UNR) amotédeopa mmov Aauppaverai
mapovoia avactoAiwv otnv avriSpaon PCR n
- - - OTav TPOKLYEl YEVIKO TPOPANUa (To omoio &ev
avagéperal amo KWSIKO opAAPaTog) ye Ta prupara
eme§epyaciag n/kai gvioxvong Seiyparogs
Acagéc amotéheopa availvong (IND). Aoyw
amortuxiag ToL ovoTAuarog BD MAX™, To
IND IND IND amoTéAeoua  TNG  avdAAvong  gugaviletar o€
TEPITITON ATTOTLXIAG OPYAVOL TTOL CULVEEETAI ME
K®SIKO TPANUATOG.
AteNég  amotédeocpa  avaivong (INC). Adoye
INC INC INC arron?xiag TOL cuc‘r!']pa'rog BD MAXTM. To
amoTéAecpua  TNG  avaAvong  eu¢pavidetar o€
MEPITITOON AMOTLXIAG TTANPOLG EKTEAEONG.

Mivakag é. Eppunveia deiyparog.

+: Mpoékvye evioxvon
-: Aev IpoEKLYE evioxvon

1 Eva &eiypa Bewpeital BeTiko eav n 1iun Ct mou AapPaveral gival hikpoTepn amo 40. O evOoYEVAG ECWTEPIKOG HAPTLPAG
(IC) pmropei va eugavilel ) Oxi éva onua evioxoong. OpPIoUEVES POPES, N avixvevon IC Sev gival ammapaitnTn, £TeIdn évag
HEYAAOG apIBUOS AVTIYPAPWY CTOXOL UTTOPE! VA TTOOKAAETE! TIPOTIMNGCIAKN EVIOXLON VOLKAEKGV OEEWV CLYKEKQILEVOL

oTOXOU.

2 Si Unicamente amplifica una diana del gen N, verifique la forma sigmoidea de la curva y la intensidad de la

fluorescencia. En caso de una interpretacién dudosa, dependiendo del material disponible, también se recomienda:

a) emave€aywyn Kal emavegeTaon evog AAAOL KAGOUATOG TOL iSIoL SelyuaTtog (eav auTd eival epiktoO, avEAOTE TOV
AYKo TOL beiyuaTtog oe 750 pl) N

b) cuAMoVN VEou SeiypaTog Kal emaveEeTaon.

3 L& TEPITITOON APVNTIKOL ATTOTEAECUATOC YIa TIG B€0€IG-0TOXOLG ToL SARS-CoV-2, o IC mpémel va eupavidel onua
evioxpong pe Ct pikpoTtepo Tou 35. H miun Ct ptropei va eupavidel JeyAAES SIGKOUAVOEIG £TTEISN O EVOOYEVAG ECWTEPIKOG
HAPTLEAG gival Eva avOPWTTIVO SIAXEIDICTIKO YOVISIO TTOL TTPETTEl VA LTTAPXEI O OAQ TA AVOPWTTIVA EUTTOPNVA KOLTTAPA
TOL apPxIkoL &eiyuaTog. Eav Sev uTmapxel onua f n Tiyn Ct civar 2 35 yia Tov evdoyevn £0WTEPIKO PAPTLPA, TO

ATTOTENECUA BePEITAl 'MN EMIALUEVO' KAI ATTAITEITAI ETTAVEEETATN.

Y€ TTEQITITGON CLVEXWYV APPICNUWY ATTOTEAECUATWY, CLVIOTATAI VA EAEYEETE TIC OdnyYiec XpNong kal Tn diadikacia
e€AYWYNG TTOL XPNOIUOTIOIEI O XPNOTNG, YIA Va eTMRERAIDTETE TNV 0PON ekTEAeON KABE PripaTog RT-gPCR kal Tewv
QAVTIOTOIX®WV TTAPAUETOWY, KABWGS KAl va eAEYEETE TO OIYUOEISEG OXNUA TNG KAWTTOANG KAl TNV €viaon Tou

POoPIoUOoL.
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Ta amoteAéopata Tou TeoT Ba TEETTEl va afioAoyolvTal atro évayv €MAYYEAUATIO LYEIAG OTO TTAQICIO TOUL IATPIKOL

IOTOPIKOL, TWV KAIVIKGOV CUUTITOUATWY KAl AAAWY SIAYVWOOTIKQV £EETACEWDY.
10. Meplopiopoi TOL TECT

e Ta armoteAéopata ToL TeOT Ba TTIPETE va afloAoyoLvTal amd Evav ETMAYYEAUATIA LYEIAG OTO TTACICIO TOL
IATPIKOL ICTOPIKOL, TV KAIVIKGOV CUUTITOUATWY KAl AANGY SIAYVWOOTIKGV £EETACEWY.

e AV KAl QLTA N avaAlvon PTTopPEl va xpnoluoToiNBel pe AAAOLG TOTTOLG SElYUATWY, EXEl ETTIKLEWOE e
PIVOPAPLYYIKO/CTOUATOPAPLYYIKO ETTIXPIOUA KAl OIEAOL SEIYUATWY TTOL CLAAEYETAI Ot VIM.

o [0 TNV 0POI eKTEAECN TOL TECT, TO ALOPIAOTIOINUEVO TTPOIOV TTPETTEI VA BPICKETAI OTO KATW WEOOG TOL CWARVa
Kal va PNV gival TPOOKOANUEVO OTNY €MTAV® TTEPIOXT TOL CWANVA 1 OTN OPEAYICNH TOL AAOLUIVOXAETOL.
XTOTINOTE ATTAAG KABe CWANVAPIO O¢ LI OKANEN €m@paveia yia va Pepaiwdeite 0TI OAO TO TTIPOIOV PpioKeTal
OTOV TTLOPEVA TOL TWANVAPIOL.

e H egupdvion TOL piyHATOG TNG avTiSpaong o€ OTABEPOTIOINUEVN HOP®N, CLVABWG OTOoV TLOPEVA TOL
owANvapiov, n otoia SIagépel ATTd TN CLVABN (XWPEIG KWVIKO OXNUA, AVOUOIOYEVAG, HIKPOTELO/UEYAANDTEQO
pEYEBOC /KAl XPWUA TTOL SIAPEPEI ATTO TO AELKWTTO), S€V TPOTTOTTOIEI TN AEITOLPYIKOTNTA TOL TEOT.

e H moIOTNTA TOUL TEOT €€QPTATAI ATTO TNV TTOIOTNTA TOL SeElYUATOG. TMPEETTEI VA LTTAPXKEI OCWOTA EAXOEV VOLKAEKO
oL aTmod Ta AvATIVELOTIKA SeiyuaTa.

o Ev&éxeTal va eviomoToLV €EAIPETIKA XAUNAA €TTiTeda OTOXOL, KATW ATO TO OPIO AVIXVELONG, AANAG TA
ATTOTEAECUATA EVEEXETAI VA UNV €ival SLVATOV va avammapaxOoLv.

o YTIApxel TMOAVOTNTA YIA WeLSWES BETIKA ATTOTEAEOUATA AOY® SIACTALPOLUEVNG WOALVONG aTTO SARS-CoV-2, €ite
ard SelyhaTa TTOL TTEPIEXOLY LWNAES CLYKEVTPWOEIG RNA-OTOXOL €iTe pOALVONG e€armiag TpoidvTwy PCR amd
TIPONYOLUEVEG AVTISPATEIC.

o Ol CLYKEKPIUEVOI CLVELACHOI EKKIVNTGV KAl AVIXVELTMV YIA TNV AVIXVELON TWV SIATNENUEVGV TTEQIOXWY TOL
yovidiou N oL xpnoigoTtolobvTal oTo KIT avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection
Kit for BD MAX™ System éxouv oxedlaoTel Paoel TNG avalvong Tov CDC Tev HIMA yia Tnv €sIkry avixvevon Tou
SARS-CoV-2 péow TNG evioxpong VO POVASIKWY TIEPIOXWYV TOL Yovibiov N. Aev eugavifovy CNUAVTIKES
OLVOLACUEVEG OUOAOYIEG UE TO AVOPMTTIVO YOVISI®UA, TNV avBp@TTIvn JIKPoxAwPida, Tov SARS-CoV 1 dANoLg
KOP@VOIOLG, Ol OTTOIEG UTTOPOVLY VA 08NYNCOLY OF AVAUEVOUEVA WELSWG OETIKA ATTOTEAECUATA.

o WeLSMC apvNTIKA ATTOTEAECUATA PTTOPREN VA TTPOKOWOULY ATt SIAPOPOLS TTAPAYOVTEG KAl TOLG CLVSLACHOVG
TOLG, OTTWG:

o AKATAAANAEG UEBOSOI TUANOYNG, HETAPOPAC, ATTOBNKELONG /KA XEIPIOUOL TV SEIYUATWYV.

o  AKATAAANAec S1adikaoieg emeEepyaoiag (cuutrepIAaupavopévng TNG e€aywyng RNA).

o YmoPRdBuion TouL 10yevoLS RNA KaTd TNV ATTOCTOAR, TNV AToBnKeLON /KAl TNV EMeEepyaTia Tov
Seiypatog.

o MEeTaANAEEIC 1) TTOALHOPPICUOI OTIC TTEQIOXES SECHELONG EKKIVNTWV N AVIXVELTWV TTOL WTTOPE va
ETTNEEACOLY TNV AVIXVELON VEWY N AYVWOTWY TTAPAAAYWY ToL SARS-CoV-2.

o loyevéc popTio oTO Seiyua KATW aTtd TO OPIO AVIXVELONG YIA TNV AvAALON.

o Mapovacia avacToAéwy RT-gPCR 1 GAA®V TOTIWY OLCIWV TTOL SNUIOLEYOLY TTAPEUPROAEG. ALy EXOLV
aflohoynBei o emMMTAOEIG TWV €UPONIYV, TWV AVTI-HIKOV BepaTreidy, TWV  AVTIRIOTIKDY, TWV
XNUEIOBEPATTELTIKAY N TV AVOCOKATACTAATIKGQV PAPUAK®DY TTOL XONTIUOTIOIOVLVTAI YIa TNV TTOOANWN
ToL COVID-19 1) TTOL XPNOCIUOTIOIOLVTAI KATA TN SIAPKEIA TNG BEPATTEIAS TNS AOINWENG.

o MnTApnon TV 0dnyIKY Xpnong Kal TNG Siadikaciag avaiuong.
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e H evioxuon Wiag peEPOVPEVNG BECNG-OTOXOL N AKOPA KAl TA TLXAIA BETIKA ATTOTEAECUATA LTTOSEIKVYVOLY UIa
EANAPPDC SIAPOPETIKY) ammodoon evioxuong TNG BEoNG-oTdXoL TOL Yovidiov N. Ta Seiypata Ye XAUNAS 10YEVEG
POPTIO PTTOPEI VA 06NYACOLY CE eVioXLON WIAG PePOVUEVNG BEonG N. Le TTEPITITON au@IBoAiag, cuvioTaTal
va ammeLBbLVOEITE O€ Eva EPYATTPIO AVAPOPAG YIA TTEPAITEQ TEDT, €AV £VEEIKVLTAI KAIVIKA.

e Oplouéva Seiypata ptropei va hnv Katadeiovy KAUTTOAEG evioxuong RNase P e€armiag Tou xaunAob apiBuoL
AVOPOTIVAV KLTTAPWY OTO APXIKO KAIVIKO Seiyua. Eva apvnTikd onrua IC Sev atrokAciel Tnv Tapouvaia RNA Tou
SARS-CoV-2 o¢ kKAIVIKO Seiyua.

e 'Eva BeTkO amoTéAeopa Sev LTTOSEIKVLEN KAT AvAykn TNV TTAPOLCIA PIOCIUWY IV ) OTI O &v AOY® 101 gival
MOALCUATIKOI 1) ATTOTEAOLV TOLG AITIOAOYIKOOG TTAPAYOVTEG YIA TA KAIVIKG COUTITOMATA. QOTOCO0, éva BETIKO
ATTOTEAECUA LTTOSEIKVVEI TNV TTAPOLCIA IKWYV AAANAOLXIWV-OTOXWV (Yovidia N).

e Ta apvnTka amoteAéopata Sev  armokAgiovy TN poAvvon amd Tov SARS-CoV-2 kar Sev Tipérrel va
XPNOILOTIOIOLVTAI WG N POVASIKY) PAon yia Tn Beparteia ) yia GAAeG ammopaocelg Siaxeipiong acBevay. Agv
ExoLv TTPOCSIoPIOTEN oI BEATIOTOI TOTTOI SElYUATWY KAl O XPOVIOUOG YIA TA HEYIOTA I0Yevn eTmimeda katd TN
SIAPKEIA TV AOIUDEEWY TTOL TTPOKAAOLVTAI ATTO TOV SARS-CoV-2. H GLUANOYN TTOANATIAGY SElYUATWY (TOTTGV
KQl XOOVIKQV Onueicdv) amo Tov iSlo aoBevn eveEXETAI VA gival ATTAPAITNTN YIA TNV AVIXVELON TOL I0L.

e EdvV o1 SIayvwoTIKES eEETATEIC VIO AAAEG AVATIVELOTIKEG AOBEVEIEG €ival APVNTIKEG KAl N KAIVIKY) €KOVA WE TIG
EMSNUIOAOYIKEG TTANPOPOPIEC TOL ACBOEVOLS LTTOSNAGVOLY OTI gival TIBAvH N PoAvvon amd SARS-CoV-2, Ba
TIOETTEl VA €EETAOTEl TO €VOEXOUEVO OTTAPENG WeLSWS APVNTIKOL ATTOTEAECUATOC KAl va oulntndei n
ETTAVEEETAON TOL AOBEVOLG.

o It TIEQITITOON EUPAVIONG MN €MALUEV@Y, ACAPROV 1 ATEAGV ATTOTEAECUATWY XONOIUOTIOIVTAG TO KIT
avixvebong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System, ©a xpelaoTei
ETTAVAANWN TOL TEOT. MN EMALUEVA ATTOTEAECUATA PTTOPEI VO OPEIAOVTAl OTNV TTAPOLOIA AVACTOAEWY OTO
Seiyua ) oe AavBaouévn emavusATwon ALOPIANOTTOINUEVOL CWANVA UEYUATOS avTiSpaong. Edv ummdpxel PAGRN

opyAvou, Ba TTPOKLYWOLY ACAPN) ) ATEAN ATTOTEAECUATA.
11. MoloTIKOG EAEYXOG

To kit avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System mepiéxel évayv
evooyevr eowTEPIKO PapTupa (IC) ot kGBe owWAvVa avTibpaong, o oToiog emPeRAIVEl TN CWOTN EKTEAECN TNG

TEXVIKNG.

12. XapakrnpioTika amrdédoong

12.1. KAivikn evaioOnoia kai eisikotnta

H kAivikr) armodoon Tou VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System eAéyxOnke
HE TN XPNON PIVOPAPLYYIKWV ETTIXOICUATWY KAl CTOUATOPAPLYYIKWV ETTIXPICUATWV ATTO AcBeVEIC TTOL BePOLVTAI

OTTOTITA KPOLOPATA ACIMWENG TOL AVATIVELOTIKOL. TA ATTOTEAECUATA €ixaV WG €ENG:
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Oton Tomog &ciyuarog Pon epyacicov ITOX0G
Hospital Universitario Miguel | oIVOOPUYYIKV | gy, o rw gyt TNA-3 kit + BD MAX™ Systemn SARS-COV-2
Servet (HUMS) ETTIXPICUATWV
“Servicio de Microbiologia™ MagMAX™ Viral/Pathogen Il (MVP Il) Nucleic
Hospital Universitario Marqués | pivopapuyyikav Acid Isolation Kit xpnoiyotoiovtag to SARS-COV-2
de Valdecilla (Santander, emyplopatwyv | KingFisher Flex System instrument (ThermoFisher)
Spain) + BD MAX™ System

Mivakag 7. @&éon, TOMOG Seiypuarog, pon epyaci®v Kal oToXoG.

O1 aANBC BETIKES KAl APVNTIKES TIMES, O WELSWC BETIKES KAl APVNTIKEG TIWEG, N evAICONGCIa Kal o TIUES €eISikeLONG
yia 170 VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System vTtoAoyioTnkav oe oxéon

pE KABE CLYKPITIKA AVAALON, OTTWGS TTAPOLOIAZETAI OTOLG AKOAOLOOULG TTIVAKEG:

©éon | ILYKEITIKA avalvon ITOXO0G TP | TN | FP | FN EvaicOnoia E€a1Sikevong
i ™ VID- - _
Simplexa™ COVID-19 | SARS-COV= 1 5 | 19 | o | 0 | 100% (94-100) 99% (96-99)
Direct assay 2
Cobas® SARS-CoV-2 | SARS-CoV-
1| el firme RT.POR fost ) 16|58 | 2] 0| 100%(79-100) 96% (88-99)
™ _ — -
Allplexm™2019-nCoV- 1 SARS-COV=1 21| o5 1 6 | o | 100% (94-100) 100% (95-100)
Assay 2
TagPath COVID-19
5 CE-IVD RT-PCR Kit SARS-CoV- 99 0 0 0 100% (96-100) na*
molecular assay + 2
sequencing

Nivakag 8. AANBG BeTIKEG KAl APVNTIKEG TINEG, YELSMG BETIKEG KAl APVNTIKEG TIHEG, TIHEG evaloOnaiag, eadikevong yia To VIASURE SARS-
CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System.

*Eqpooov Sev avalbOnkav apvnTikd &ciypara, v nrav Svvard va viroAoyioTei n e§€ISikevon TOL TEOT.

(pIvopapLyyikO  eTTixpIouA,

OTOUATOPAPLYYIKO ETTIXQIOUA KAl PIVOPAPLYYIKO/OTOUATOPAPLYYIKO eTixpioua o VIM amd tnv Vircell), sie€rnxén

Na va afiohoynBel n  oovuPatdTNTa  Ce  SIAPOPETIKEGC  PNTPES  SEYUATWV
HEAETN OLURATOTNTAG. Ta AVAKTNOEVTA ATTOTEAECUATA E6€IEAV OTI O TPEIG SIAPOPETIKEG UNATOES SEIYUATWV NTAV

oupPartig pe o avmispaoThpio SARS-CoV-2 (N1 + N2) reaction tube.

AglohoynBnke n amodoon Tov VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System pe
Seiypata olEAoL. EAEyXONkav pePovmuéva apvnTIKA Seiyuata CIEAOL EUTTAOLTIOUEVA HPE YVWOTH CULYKEVTPWON
KATEWLYPEVNG, TTOCOTIKOTTOINKEVNG KAl BepuIKA adpavoTtoiNUEVNG KAANEQYEIAC TOL VEOL KopPwVoioL 2019, Tov
OTeEAEXOLG:2019-NCoV/USA-WA-1/2020 (ATCC-VR-1986HK). H aflohdynon oxedidotnke va Sie€axOei pe 30 BeTika
Seiypata (20 Seiypata emi 2 dpla avixvevong (2xLoD), Tov 1IcodvvapoLy e 0,53 avtiypaga yovidiouatog (GC)/uL,
kal 10 &eiyparta e 5 dpla avixvevong (5xLoD), TTou IcoduvvapoLy We 1,32 avTiypagpa yovidiouatog (GC)/uL) kar 10
apvnTika Seiypata. At N avaivon SIEENXON Ye TNV TTPooBNKN SeiyuaTtog dykou 750 ul yia KaBe TEPITITOoN OTO
Sample Buffer Tube (SBT) Tou kit e€aywyng TNA-3 Extraction Kit kal ekTeAéoTNKE Oe AeiIToLPYia TTANPOLG eTTeEePYATIaAg

(AvTopaTtoTtoinuévn e€aywyn kai evioxoon PCR) xpnoldotiolovTag To BD MAX™ ExKT™™ TNA-3.
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To TTOCOOTO CLUPWVIAG LTTOAOYIOTNKE WG TTPOG TO AVAUEVOUEVO ATTOTEAECUA YIa KABE YEPOVWUEVO Seiyua Kal Ta

ATTOTEAECUATA TTAPOLOIAZOVTAI OTOV AKOAOLOO TTiVaKQ.

Agiypa oiéhov Tuppvia
OeTiIkO Seiyua (2xLoD) 97.5%
OeTiIkO Seiyua (5xLoD) 100%
ApvnTiko Sgiyua 100%

Mivakag 9. MocooTo cupPpwviag Tov VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System pe Seiypara oiélov.

Qg ek TOLTOL, Ta SeiyuaTta clEAoL ATAV CLUPATA PE TO KIT avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR
Detection Kit for BD MAX™ System.

Ta armoteAéopara Seixvouv éva LYWNAO TTOCOOTO CLPEPWVIAG 6oov aPopd Tnv avixvevbon Tou SARS-CoV-2
XPNOILOTIOIVTAG TO KIT avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™

System.
12.2. EvaioOnoia avalvong

To kit avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System éxel Oplo
avixvebong = 5 avriypag@a yoviSiouatog avd avTispaon o€ PIVOPAPLYYIKA EMxpiopuata kal = 10 avriyoapa

YOVISIOUATOG ava avTidpaon e SelyuaTta CIEAOL, e TTOTOOTO BETIKQV ATTOTEAECUATOV = 95%.

Inueicoon: To Oplo avixvevong oe SelyaTra OIEAOL LTTOAOYIOTNKE xPnNoiuoTToIVTag Seiyua oykov 750 L (ue

apaiwon 1:3 oe VIM).

Eikova 2. Ieipd apai®ong Tng ekTéAeong mpoTdrouv SARS-CoV-2 (N1 + N2) (9,9¥104-9,9*100 ka1 5,0¥100 avriypaga ava avriSpaon) oto
obaTNEa BD MAX™ (kavahi 475/520 (FAM)).
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Eikova 3. Ieipd apaimoong Tng ekTéAeong mpoTdTouv SARS-CoV-2 (N1 + N2) (9,9*104-9,9%100 ka1 5,0*100 avriypaga avd avrispaon)
oto oboTnua BD MAX™ (kavaAi 630/665 (Cy5)).

12.3. AvaluTikn &81IkoTnTa

H ebikdtnTa TG avaivong SARS-CoV-2 (N1 + N2) emPeBaicobnke eEeTaloviag éva TTAVEA ATTOTEAOLUEVO ATTO

SIAPOPETIKOVLS PIKPOOPYAVICHOVLS TTOL AVTITTOOTMTTELOLY TA TTIO KOIVA AVATIVELOTIKA TTABOYOVA. Agv AvIXveLONKE

S1a0TALEOLUEVN AVTISPACTIKOTNTA PETAEL TV AKOAOLOWY UIKOOOPYAVICU®Y TTOL EEETACTNKAV:

'EAEyX0G S1a0TALPOVUEVNG AVTISPACTIKOTNTAG

Tomol avBptmivoLu adevoioLd 1-5, 8, 15,
31, 40 ka1 41

16¢ Influenza A/New
Caledonia/20/99(HIN1)

Legionella longbeachae -

AVOPQTIVOG BOKAIOG

160G Influenza
A/Cadlifornia/7/2002(HIN1)pdm0?

Legionella micdadei -

Bordetella bronchiseptica

16¢ Influenza A/Michigan/45/2015

Legionella pneumophila -

(HINT)pdm09
156 Influenza AVOPOTTIVOG METATIVELLIOVOIOG A
Bordetella holmesii A/Singapore/GP1908/2015, IVR-180 e GH H S .
Kal B
(HIN1)pdm09
Bordetella parapertussis 166 Influenza ?H/ ;/"\‘C;)OHO/ 210/2009 Moraxella catarrhalis -
Bordetella pertussis 106 Influenza ﬁ_{;ﬂ;;’nge”/ 5/2017 Mycoplasma pneumoniae -

Chlamydia caviae

160G Influenza
A/Switzerland/9715293/2013 (H3N2)

Mycobacterium tuberculosis un
QAVOEKTIKY) OTN PIPAPTIiVN

rovortummog Chlamydia psittaci A kair C

l6G Influenza A/Hong
Kong/4801/2014, NYMC X-263B (H3N2)

loi avBp1vng
mTapaivplovéviag 1, 2, 3kal 4

Chlamydophila pneumoniae CM-1

16¢ Influenza A/ South
Australia/55/2014, IVR-175 (H3N2)

Pneumocytis jirovecii Torog Al
Kal 9885652

AVOPQOTIVOG KOPWVOIOG 229E, OC43,
NL63 kar HKU1

16¢ Influenza A/DE-
SH/Reiherente/AR8444/2016 (H5N8)

AVOPOTIVOG pIvoidg, ToTTog C -

Kopwvoiog MERS

160G Influenza A/Anhui/1/2013 (H7N9)

Staphylococcus aureus
LTTOKATNY. Qureus

ITENEXOG KOPWVOiIoL SARS Frankfurt 1

16¢ Influenza B/Brisbane/60/2008

Staphylococcus epidermidis -

Evtepoiog 68 kal 71

16¢ Influenza B/Florida/04/06

Streptococcus pneumoniae 2022 | -

Enterovirus Echovirus 11 kai 30

16g Influenza B/Phuket/3073/2013

Streptococcus pyogenes -

Evrepoiog Coxsackievirus A24, A9 kai
B3

Legionella bozemanii

Streptococcus salivarius =

Haemophilus influenzae MinnA

Legionella dumoffii

AVATIVELOTIKOG CLYKLTIAKOGS 10G
(RSV) A kai B

Mivakag 10. MaBoyovol HIKPOOoPYAVIoHOI avagpopdg TToL XPNCIUOTIOINONKAV C€ ALTAV TN MEAETN
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12.4. AvaluTiKn avTiSPAcTIKOTNTA

H avtiSpaoTikotnta ToL KIT avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™
System  aflohoynBnke  évavri  RNA  amd  TO  OTEAEXOC  AvOP@TIVOL  KopwvoiobL  2019-nCoV
BetaCoV/Germany/BavPat1 /2020 p.1, amd 1O OTEAEXOS AVOPMTIVOL Kopwvoiod 2019-nCoV/Italy-INMIT, SARS-
CoV-2  2019nCoV/USA-WA1/2020,  SARS-CoV-2  BetaCoV/Berlin/ChVir1670/2020_IsolatBER,  SARS-CoV-2
BetaCoV/Munich/ChVir984/2020, SARS-CoV-2 BetaCoV/Baden-Wuerttemberg/1/ChVir1577/2020_IsolatBER  kai
OLVOETIKOLG PHAPTLPEEG RNA YIa TEoTEPA LETAANGEEIG TOL 10U SARS-CoV-2: SARS-CoV-2 isolate Australia/VIC01/2020,
SARS-CoV-2 isolate Wuhan-Hu-1, B.1.1.7_710528 kai B.1.1.7_601443, e BeTIKO ATTOTEAECUA.
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