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1. Description

lcopy™ COVID-19 qPCR Multi Kit provides reagents for real-time RT-PCR for detection of
SARS-CoV-2, specifically targeting the E (Envelope) gene for and the RARp (RNA dependent

RNA polymerase) gene for SARS-CoV-2 in nasopharyngeal swab, anterior nasal swab, mid-
turbinate nasal swab and oropharyngeal swab as well as nasopharyngeal wash/aspirate and

nasal aspirate specimens.
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2. Intended Use

lcopy™ COVID-19 qPCR Multi Kit is a real-time RT-PCR test intended for the qualitative
detection of nucleic acid from SARS-CoV-2 in nasopharyngeal, oropharyngeal, anterior nasal,
mid-turbinate nasal swab specimens as well as nasopharyngeal wash/aspirate and nasal aspirate
specimens collected from individuals suspected of COVID-19 by their healthcare provider.
Testing is limited to laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, to perform high complexity tests.

Results are for the identification of SARS-CoV-2 RNA. SARS-CoV-2 RNA is generally
detectable in upper respiratory specimens during the acute phase of infection. Positive results
are indicative of the presence of SARS-CoV-2 RNA; clinical correlation with patient history
and other diagnostic information is necessary to determine patient infection status. Positive
results do not rule out bacterial infection or co-infection with other viruses. The agent detected
may not be the definite cause of disease. Laboratories within the United States and its territories
are required to report all test results to the appropriate public health authorities.

Negative results do not preclude SARS-CoV-2 infection and should not be used as the sole
basis for patient management decisions. Negative results must be combined with clinical
observations, patient history, and epidemiological information.

The 1copy™ COVID-19 qPCR Multi Kit is intended for use by qualified clinical laboratory
personnel specifically instructed and trained in the techniques of real-time PCR and in vitro
diagnostic procedures. 1copy™ COVID-19 qPCR Multi Kit is only for use under the Food and
Drug Administration’s Emergency Use Authorization.
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3. Principle of the Assay

The 1copy™ COVID-19 gPCR Multi Kit is a real-time reverse transcription polymerase chain
reaction (rRT-PCR) test. The SARS-CoV-2 primer and probe set(s) is designed according to
"WHO interim guidance for laboratory testing for 2019 novel coronavirus (2019-nCoV) in
humans". This kit is based on TagMan probe real-time fluorescent PCR technology. Upper
respiratory specimens (nasopharyngeal, oropharyngeal, anterior nasal, and midturbinate swabs,
nasopharyngeal wash/aspirates and nasal aspirate specimens) are extracted using QIAamp
Viral RNA Mini Kit RNA mini kit (QIAgen). After extraction, the purified nucleic acid is first
reverse-transcribed into cDNA by reverse transcriptase, and then subsequently amplified by
Taq DNA polymerase in the rRT-PCR instrument. In the PCR amplification, the 5' nuclease
activity of Taq DNA polymerase causes the degradation of the TagMan probe, causing the
reporter dye to separate from the quencher dye, generating a fluorescent signal. Fluorescence
intensity is monitored at each PCR cycle by the rRT-PCR instrument: FAM channel qualitative
detection of SARS-CoV-2 E gene in E gene assay mixture (first well) and SARS-CoV-2 RdRp
gene in RdRp gene assay mixture (second well), and Texas Red channel detection of internal
positive control (human GAPDH gene) in E gene assay mixture (first well). The kit uses dUTP
and UNG enzymes to prevent contamination of amplification products.

E gene assay mixture (1st well) RdRp gene assay mixture (2nd well)
Target Channel Target Channel
E gene FAM

GAPDH Texas Red RdRp gene FAM
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4. Kit Contents (Materials Provided)

Kit contents Cap color Volume (100 Test)
Master mix Red 2x 1000 ue
Primer/Probe mix 1(E gene, IPC) Brown (Amber tube) 100 e
Primer/Probe mix 2(RdRp gene) Brown (Amber tube) 100 u@
Control 1 (E gene) Yellow 100 pe
Control 2 (RdRp gene) Yellow 100 pe
DEPC DW Clear 1000 @

% Control 1 for E gene and Control 2 for RARp gene are positive controls.

% DEPC DW (Diethylpyrocarbonate-treated water; nuclease-free water) is used as a negative
control.
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5. Materials Required but Not Provided
*Provided with the kit (please see kit contents, section 4)

- RNase/DNase free consumables (disposable latex or vinyl gloves)

- Filter tips

- 0.5m¢ or 0.2m¢ PCR tubes or 96-well PCR plates compatible with PCR instrument
manufacturer’s instructions

- 1.5m¢ micro tubes

- Sealing film

- Ice or cooling/cold block
- Microliter pipettes (1~10u€, 10~100u2, 100~1000u@)

- Mini centrifuge (0.2m2/0.5m@ tubes, 10,000 rpm) or Benchtop centrifuge (1.5 mL

microcentrifuge and 96 well plate centrifuge) with rotor for 0.2m¢/0.5m@ reaction tubes

(capable of attaining 10,000 rpm), vortexer
- Sample collection and sample preservation buffer

(Puritan UniTranz-RT 3m¢ Filled Vial w/ Elongated & Ultrafine Flock Swabs (Cat No. UT-
367))

- Real-time PCR instrument (See Section 6 below)
- QIAamp Viral RNA Mini Kit (QIAGEN, Cat n0.52904)
- Ethanol (96~100%)
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6. Compatible Real-time PCR Instruments

- Light Cycler 480 (Roche, Product No. 05015278001, Software version 1.5)
- Rotor-Gene Q 5plex HRM (Qiagen, Product No. 9001580, ,Software version 2.3.4)

- Applied Biosystems Quantstudio5 (Thermo Fisher Scientific, Product No. A28134, , Software
version 1.4.3)

- Applied Biosystems 7500 Real-Time PCR Instrument system (Thermo Fisher Scientific,
Product No. 4345241, Software version 2.0.6)

- CFX96™ Real-Time PCR Detection system (BIO-RAD, Product No. 1854095-1VD,
Software Bio-Rad CFX Maestro version 1.1)
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7. Warnings and Precautions

- Federal Law restricts this device to sale by or on the order of a licensed practitioner.
- 1lcopy™ COVID-19 qPCR Multi Kit is for in vitro diagnostic use only.
- For use under Emergency Use Authorization Only.

This product has not been FDA cleared or approved but has been authorized for
emergency use by FDA under an EUA for use by authorized laboratories.

e This product has been authorized only for the detection of nucleic acid from SARS-
CoV-2, not for any other viruses or pathogens.

e The emergency use of this product is only authorized for the duration of the
declaration that circumstances exist justifying the authorization of emergency use of
in vitro diagnostics for detection and/or diagnosis of COVID-19 under Section
564(b)(1) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1),
unless the declaration is terminated or authorization is revoked sooner.

- Follow standard precautions. All patient specimens should be considered potentially
infectious and handled accordingly.

- Do not eat, drink, smoke, apply cosmetics or handle contact lenses in areas where reagents
and human specimens are handled.

- Handle all specimens as if infectious using safe laboratory procedures. Refer to Interim
Laboratory Biosafety Guidelines for Handling and Processing Specimens Associated with
2019-nCoV https://www.cdc.gov/coronavirus/2019-nCoV/lab-biosafety-guidelines.html.
Dispose of hazardous or biologically contaminated materials according to the practices of your
institution.

- Please read the package insert carefully prior to operation 1copy™ COVID-19 qPCR Multi
Kit is only for emergency use with a prescription, as an in vitro diagnostic test. Each step of
operation, from specimen collection, storage and transportation, and laboratory testing, should
be strictly conducted in line with relevant biosafety regulations and molecular laboratory
management.

- False positive and false negative results can be caused by poor specimen quality, improper
specimen collection, improper transportation, improper laboratory processing, or a limitation
of the testing technology. The operator should understand the principles of the procedures,
including its performance limitations, in advance of operation to avoid potential mistakes.

- Separate laboratory areas, dedicated to performing predefined procedures of the assay, are
required. a) Ist Area: Preparation Area—Prepare testing reagent: b) 2nd Area: specimen
processing—Process the specimen and controls: ¢) 3rd: Amplification Area—PCR conducted.
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- All materials used in one area should remain in that area and should not be moved or used in
other areas. After the assay procedures, the workbench and lab supplies should be cleaned and
disinfected immediately.

- All contents in this package are prepared and validated for the intended testing purpose.
Replacement of any of the package contents will affect the testing performance of the kit.
Components contained within a kit are intended to be used together. Do not mix components
from different kit lots.

- This product is intended for professional use only and should be used by clinical laboratory
personnel specifically trained in the techniques of real-time PCR and in vifro diagnostic
procedures for use in clinical specimens.

- Do not use expired components.

- Wear appropriate protective clothing, disposable gloves and protective gloves.

- Use filter pipette tips to avoid contamination.

- Do not mix reagents from different lots of 1copy™ COVID-19 qPCR Multi Kit.

- Minimize the temperature difference of the components.

- Thaw necessary components just before using and promptly place back in freezer after use.

- Use thawed contents after gently mix and spin down.

- Prepare mixture of qPCR within a cooling/cold block or on ice.

- Discard unused reagents, waste and control according to laboratory safety rules and guidelines.
- In case of contact with eyes, rinse immediately with water.

- Be sure to deposit samples with the pipette directly into the reaction mix in PCR tubes. Do
not deposit samples with the pipette to the inside plate well wall. The plates should be sealed
immediately after the addition of sample. Following the amplification protocol, PCR plates
should be placed into a sealable plastic bag for autoclaving and decontamination.

- Be sure not to introduce any foam or bubbles into the tubes when aliquoting Nucleic Acid
reaction Mix. All PCR plates should be sealed prior to centrifugation and subsequent loading
into the thermocycler to avoid any possible leakage and contamination.

- All lab workbench and supplies should be cleaned and disinfected regularly using 75%
Ethanol or UV light.

- All pipette tips and centrifuge tubes in the assay should be DNase/RNase-free. The used
centrifuge tubes and pipette tips should be discarded in waste bin with bleach and discarded
after decontamination.

- Avoid exposure of the Primer/Probe Mixture to light.

- Even if the test results of this product are ‘positive’, it should be interpreted by an experienced
specialist and review of various results such as the patient’s symptoms.
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- Even if the test results of this product are ‘negative’, it should be interpreted by an experienced
specialist and review of various results such as the patient’s symptoms without excluding
infection.
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8. Reagent Storage and Handling

- Store the kit below -20°C.

- Expiration date for kit is indicated on the packing box.

- Freezing and thawing is limited to 5 times.

- Minimize the temperature difference of the components.

- Thaw necessary components just before using and promptly place back in freezer after use.
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9. Procedure

9.1 Specimen collection, transport and storage

Inadequate specimen collection, improper specimen handling and/or transport may yield a false
result. Training in specimen collection is highly recommended due to the importance of
specimen quality. CLSI MM 13 (Clinical and Laboratory Standards Institute) may be referenced
as an appropriate resource.

Refer to the CDC Interim Guidelines for Collecting, Handling, and Testing Clinical Specimens
from Persons Under Investigation (PUIs) for Coronavirus Disease 2019 (COVID-19)
https://www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clinical-specimens.html.

Refer to the CDC Interim Laboratory Biosafety Guidelines for Handling and Processing
Specimens Associated with Coronavirus Disease 2019 (COVID-19)
https://www.cdc.gov/coronavirus/SARS-CoV-2/lab-biosafety-guidelines.html.

Follow specimen collection devices manufacturer instructions for proper methods.

Swab specimens should be collected using only swabs with a synthetic tip, such as nylon or
Dacron and an aluminum or plastic shaft. Calcium alginate swabs are unacceptable and cotton
swabs with wooden shafts are not recommended. Place swabs immediately into sterile tubes
containing 2-3 ml of viral transport media or universal transport media.

The swab specimens to be tested can be stored for up to 72 hours at 2-8°C, with long-term
storage at -70° C or below.

Specimens must be packaged, shipped, and transported according to the current edition of the
International Air Transport Association (IATA) Dangerous Goods Regulation. Follow shipping
regulations for UN 3373 Biological Substance, Category B when sending potential 2019-nCoV
specimens to the testing laboratory.

9.2 RNA extraction
* Validated Kit for extraction of nucleic acids

- QIAamp Viral RNA Mini Kit (QIAGEN, Cat n0.52904)

RNA extraction should be performed using QIAamp Viral RNA Mini Kit (QIAgen) according
to the manufacturer’s instructions and using the following specimen, lysis buffer and elution
volumes. Use RNA samples immediately or store at -70°C.

Extraction kit Patient specimen Lysis buffer Elution volume
QIAamp Viral RNA Mini Kit 140 pe 560 pe 50 e
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Schematic Workflow

Mixture preparation area

E gene assay mixtureV: 15u€ x (specimen number + 2)
RdRp gene assay mixture: 15u€ x (specimen number + 2)

¥

E gene assay mixture: 15u@

Sample processing area

RdRp gene assay mixture: 15uf

‘ h 4 Y * b +
Purified Sample Control 1 || NC? Sample Control 2 || NC?
RNA s 5ul D Sul 2 Sul D 5ul 25l 2 5u8
sample r 7y
110 pe
Amplification area

Real time PCR instrument: Thermal cycling for amplification

JE gene assay mixture contains E gene primet/probe set(s) and GAPDH primer/probe set(s) for IPC detection
2)NC is negative control (DEPC DW) supplied by manufacturer
Control sets (Control 1 and NC for E gene assay. Control 2 and NC for RARp gene assay) should be run with each batch

9.3 RT-qPCR preparation
@D Mixture Preparation

*Mixture preparation should be performed at mixture preparation area to avoid contamination.

Two aliquots of the nucleic acid extract are tested for each patient specimen, one for the E gene
assay and one for the RdRp gene assay. Two assay mixtures are also prepared (E gene and
RdRp).
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1) Prepare E gene and RdRp assay mixtures assay mixtures in separate PCR tubes according to
the following tables.

_ 1 Reaction Volumes for N

E gene assay mixture components (Total volume : 1511) et ()
Master mix 102 10 x (N+2)
Primer Probe mix 1 1@ I x (N+2)
DEPC DW 410 4 x (N+2)

_ 1 Reaction Volumes for N

RdRp gene assay mixture components (Total volume : 1540) rssstiunes ()
Master mix 102 10 x (N+2)
Primer Probe mix 2 1u@ 1 x (N+2)
DEPC DW 40 4 x (N+2)

ii) Pipette 15u€ of each assay mixture into applicable wells according to the plate layout below.

Cover and transfer the plate into sample processing area.

@ Sample Preparation
*Sample preparation should be performed at sample processing area

i) Add 5p€ of the extracted RNA, control 1, control 2, and NC(DEPC DW) to the wells pre-

filled with the assay mixtures according to plate layout below.

i1) Plate layout is as follows (example).
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E gene assay RdRp gene assay
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« Cl1: Control 1 (E gene positive control)

= (C2: Control 2 (RdRp gene positive control)
* NC: Negative control (DEPC DW)

+ S: Patient RNA sample

ii1) Seal the plate with sealing film and spin down the plate in a table top plate centrifuge.

1v) Insert the plate into the PCR instrument.

9.4 Software setting

* The 1copy™ COVID-19 qPCR Multi Kit has been validated with the following Real-Time
PCR instruments and software:

- Light Cycler 480 (Roche, Product No. 05015278001, Software version 1.5)
- Rotor-Gene Q 5plex HRM (Qiagen, Product No. 9001580, ,Software version 2.3.4)

- Applied Biosystems Quantstudio5 (Thermo Fisher Scientific, Product No. A28134, , Software
version 1.4.3)

- Applied Biosystems 7500 Real-Time PCR Instrument system (Thermo Fisher Scientific,
Product No. 4345241, Software version 2.0.6)

- CFX96™ Real-Time PCR Detection system (BIO-RAD, Product No. 1854095-1VD,
Software Bio-Rad CFX Maestro version 1.1)

For each PCR instrument and software, enter the following assay settings for the 1copy™
COVID-19 qPCR Multi Kit.
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@D Enter the reaction volume 20 pL and modify PCR reaction conditions presented in the

following table.
Step Temperature Time Cycle
RT 55°C 25 min 1
Incubation 95°C 5 min 1
95°C 10 sec
Amplification 45
60°C * 30 sec

*  Measure fluorescence at 60°C (FAM and Texas Red(or Red 610) channel)

@ Select the type of measurement fluorescence as FAM and Texas Red(or Red 610).

% Please refer to the Appendix 1 for detailed instructions on how to use each instrument.
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10. Quality Control

* Control 1, Control 2, and two negative controls(NC) (for E gene assay and RdRp assay)
should be run with each batch.

- DEPC DW provided in kit is used as a negative control (NC). It is needed to evaluate if any
contamination of the reaction mix and is evaluated in two wells of each test run, one for the E
gene assay and one for the RdRp assay. This negative control is run through the entire test
process, including extraction. If the volume of the NC reagent supplied with the kit is not
sufficient it would be acceptable that testing laboratories include a separate negative control
(nuclease-free water). NC should be negative and not exhibit fluorescence growth curves that
cross the threshold line. If a false positive occurs with NC reactions, sample contamination
may have occurred. Invalidate the run and repeat the assay.

- Control 1 (E gene plasmid) and control 2 (RdRp gene plasmid) are used as positive controls
and with control having a target concentration of ~1,000 copies/mL. The positive controls are
needed for assessment of amplification and detection processes as well as primer and probe
integrity and to evaluate run validity.

Each positive control should produce a positive result for the applicable target (Ct value <40
Ct). If expected positive reactivity is not achieved, the run should be invalidated and repeated
with a new aliquot of control.

- IPC (Internal positive control, endogenous human GAPDH mRNA) should be present in each
clinical specimen, and is co-purified with target SARS-CoV-2 virus. Therefore, the IPC can be
used as an extraction control and an internal control. The IPC should be detected in E gene
reaction well. The IPC is needed to evaluate, whether the extraction and amplification
procedure is valid or not. The IPC must be detected (Ct <40) for a clinical specimen to be
reported as negative for SAR-CoV-2 RNA.

Failure to detect IPC in a clinical specimen may indicate improper extraction of nucleic acid
resulting in loss of nucleic acid, carry-over of PCR inhibitors from clinical specimens, or
absence of sufficient human cellular material in the specimen. If expected positive reactivity
of the IPC is not achieved in a specimen that is negative for SAR-CoV-2, re-sampling and re-
testing should be performed for the specimen.

Quality control requirements should be performed in conformance with local, state, and/or
federal regulations or accreditation requirements and your laboratory’s standard quality control
procedures.
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11. Interpretation of Results

11.1 Cut off value

For both Control 1, Control 2, IPC and clinical specimens, the cutoff value for each applicable
target to be considered detected (+) is a Ct value of <40. An assay target is considered positive
(detected) if there is a sigmoidal amplification curve with no higher than Ct of 40 at threshold
value.

Ct value Result
<40 Detected (+)
> 40 or N/A Not Detected (-)

Ct values above 40 for FAM and Texas Red(or Red 610) signals may be the result of unspecific
amplification.

11.2 Interpretation, Controls

All test controls should be examined prior to interpretation of patient results. If the controls are
not valid, the patient results cannot be interpreted. After the positive control, negative controls
and IPC have been examined and determined to be valid and acceptable, assessment of clinical
specimen test results should be performed. However, if a patient specimen detects a SARS-
CoV-2 target, the result is valid regardless of whether the IPC is detected.

11.3 System suitability test - Interpretation of Control Results

Control 2 . .
Control 1 (E gene) (RdRp gene) Negative control Interpretation
+ + - Pass
- +/- +/- Control
Failure/System
+/- - +/-
/ / suitability failed/
+/- +/- + Retest*

* In the event of a control failure, specimen results should not be reported. Repeat the test run
with new controls.

% Note: Ct <40 = Detected (+), Ct>40 = Not Detected (-)
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11.4 Patient specimen interpretation

E gene assay RdRp gene
D IPC ALY Interpretation
P (Texas Red) | Sample (FAM)
+ +/- + Positive for SARS-CoV-2
- + - Negative for SARS-CoV-2
Presumptive positive for SARS-CoV-
+ +/- - Sk
- +/- + Positive for SARS-CoV-2

Invalid Result,* / Repeat extraction
and RT-PCR. If repeat result is
invalid, consider collection of a new
specimen.

* Invalid result due to potential sampling error or inhibition.

** Presumptive positive for SARS-CoV-2: A negative SARS-CoV-2- specific target result
(RdRp gene) and a positive non-specific SARS-Cov-2 target result (E gene target) may be
suggestive of

1) a sample at concentrations near or below the limit of detection of the test,
2) a mutation in the RdRp target region in the oligo binding sites, or

3) infection with some other Sarbecovirus (e.g., SARS-CoV or some other Sarbecovirus
previously unknown to infect humans), or

4) other factors. Sample should be retested.

For samples with a repeated presumptive positive result, additional confirmatory testing may
be conducted, if it is necessary to differentiate between SARS-CoV-2 and SARS-CoV-1 or
other Sarbecovirus currently unknown to infect humans, for epidemiological purposes or
clinical management.

% Note: Ct <40 = Detected (+), Ct>40 = Not Detected (-)
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12. Assay Limitations

Specimens must be collected, transported, and stored using appropriate procedures and
conditions. Improper collection, transport, or storage of specimens may hinder the ability of
the assay to detect the target sequences.

Extraction and amplification of nucleic acid from clinical specimens must be performed
according the specified methods listed in this procedure. Other extraction approaches and
processing systems have not been evaluated.

Negative results do not preclude SARS-CoV-2 infections and should not be used as the sole
basis for treatment or other management decisions.

False-negative results may arise from:
- Improper specimen collection
- Degradation of the viral RNA during shipping/storage
- Using unauthorized extraction or assay reagents
- The presence of RT-PCR inhibitors

- Mutation in the SARS-CoV-2 virus o Failure to follow instructions for use

False-positive results may arise from:

- Cross contamination during specimen handling or preparation
- Cross contamination between patient samples

- Specimen mix-up

- RNA contamination during product handling

The effect of wvaccines, antiviral therapeutics, antibiotics, chemotherapeutic or
immunosuppressant drugs have not been evaluated.

Negative results do not preclude infection with SARS-CoV-2 virus and should not be the sole
basis of a patient management decision.

A positive result indicates the detection of nucleic acid from SARS-CoV-2. Results do not
reflect the viral load in the clinical specimens.

Nucleic acid may persist even after the virus is no longer viable.
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Laboratories are required to report all results to the appropriate public health authorities.

Nasopharyngeal wash/aspirate or nasal aspirates and self-collected or healthcare provider
collected nasal and mid-turbinate nasal swabs are additional acceptable upper respiratory
specimens that can be tested with the Icopy™ COVID-19 qPCR Multi Kit; however,
performance with these specimen types has not been determined.

This test is intended to be used for the detection of SARS-CoV-2 RNA in nasopharyngeal,
anterior nasal and mid-turbinate swab specimens as well as nasopharyngeal wash/aspirate and
nasal aspirate specimens collected in a Universal Transport Medium (UTM) or Universal Viral
Transport System (VTM). Testing of other sample types with the 1copy™ COVID-19 qPCR
Multi Kit may result in inaccurate results.

As with any molecular test, mutations within the target regions of the Icopy™ COVID-19
qPCR Multi Kit could affect primer and/or probe binding resulting in failure to detect the
presence of virus.

The clinical performance has not been established in all circulating variants but is anticipated
to be reflective of the prevalent variants in circulation at the time and location of the clinical
evaluation. Performance at the time of testing may vary depending on the variants circulating,
including newly emerging strains of SARS-CoV-2 and their prevalence, which change over
time.

Based on the in silico analysis, SARS-coronavirus may cross-react with the 1copy™ COVID-
19 qPCR Multi Kit. SARS-coronavirus is not known to be currently circulating in the human
population, therefore is highly unlikely to be present in patient specimens.

The performance of this test was established based on the evaluation of a limited number of
clinical specimens. Clinical performance has not been established with all circulating variants
but is anticipated to be reflective of the prevalent variants in circulation at the time and location
of the clinical evaluation. Performance at the time of testing may vary depending on the variants
circulating, including newly emerging strains of SARS-CoV-2 and their prevalence, which
change over time.
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13. Conditions of Authorization for Laboratory

The 1copy™ COVID-19 qPCR Multi Kit assay’s Letter of Authorization, User Manual, along
with the authorized Fact Sheet for Healthcare Providers, the authorized Fact Sheet for Patients,
and authorized labeling are available on FDA website: https://www.fda.gov/medical-
devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-
devices/in-vitro-diagnostics-euas.

However, to assist clinical laboratories using the 1copy™ COVID-19 qPCR Multi Kit (“your
product” in the conditions below), the relevant Conditions of Authorization are listed below.

a) Authorized laboratories! using your product will include with result reports of your product,
all authorized Fact Sheets. Under exigent circumstances, other appropriate methods for
disseminating these Fact Sheets may be used, which may include mass media.

b) Authorized laboratories using your product will use your product as outlined in the
Instructions for Use only. Deviation from the authorized procedures, such as the authorized
instruments, authorized extraction methods, authorized clinical specimen types, authorized
control materials, authorized other ancillary reagents and authorized materials required to use
your product are not permitted.

c) Authorized laboratories that receive your product will notify the relevant public health
authorities of their intent to run your product prior to initiating testing.

d) Authorized laboratories using your product will have a process in place for reporting test
results to healthcare providers and relevant public health authorities, as appropriate.

e) Authorized laboratories will collect information on the performance of your product and
report to DMD/OHT7-OIR/OPEQ/CDRH (via email: CDRH-EUA-Reporting@fda.hhs.gov)
and ldrop Inc. (sales@ldrop.co.kr, +82 31 747 0109) any suspected occurrence of false
positive or false negative results and significant deviations from the established performance
characteristics of your product of which you become aware.

f) All laboratory personnel using your product must be appropriately trained in PCR techniques
and use appropriate laboratory and personal protective equipment when handling this kit and
use your product in accordance with the authorized labeling.

g) ldrop Inc., its authorized distributor(s) and authorized laboratories using the I1copy™
COVID-19 gPCR Multi Kit will ensure that any records associated with this EUA are
maintained until otherwise notified by FDA. Such records will be made available to FDA for
inspection upon request.

! The letter of authorization refers to, “Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, to perform high complexity tests” as “authorized laboratories.”

Rev. Date : February 2022 23 / 54


mailto:sales@1drop.co.kr

@
’ ] d O p lcopy™ COVID-19 qPCR Multi Kit
14. Performance Evaluation

14.1 The Limit of Detection (LoD)

Studies were performed to determine the analytical limit of detection (LoD) of the 1copy™
COVID-19 Multi qPCR Kit. The LoD of the lcopy™ COVID-19 Multi qPCR Kit was
established using one lot of reagents.

The RNA reference material for the experiment was AccuPlex™ SARS-CoV-2 Reference
Material Kit (Seracare, Cat. No. 0505-0126, stock concentration 4226 copies/mL as determined
by digital PCR). The reference material was serially diluted into pooled
nasopharyngeal/oropharyngeal swab matrix.

The preliminary LoD was estimated using the Bio-Rad CFX96 instrument and included 5
sample replicates each of 5 dilution concentrations (500, 400, 300, 200, 100 copies/mL).
Confirmation of the final LoD for each instrument was performed with additional sample
replicates tested at the same five concentrations but with 20 sample replicates tested at the three
lowest concentrations, including the final LoD concentration.

The LoD is defined as the lowest concentration at which 19/20 replicates are positive for each
assay target. The claimed LoD for the assay is 200 copies/mL. Preliminary testing and
confirmatory study results are presented in the following tables.

Preliminary LoD Range-Finding Results (Bio-Rad CFX96)

Assay 1 (E gene) Assay 2 (RARp gene)

Concentration . .
RNA copies/mL | MeanCt | 9%CV Detection | . mct | oecy Detection

rate rate

500 37.87 0.86 5/5 38.58 0.87 5/5

400 38.23 0.86 5/5 38.78 0.45 5/5

300 38.56 0.66 5/5 39.15 0.82 5/5

200 38.62 0.85 5/5 39.09 0.68 5/5

100 38.94 0.51 4/5 39.57 0.90 4/5

Confirmatory LoD Testing, Bio-Rad CFX96

Detection rate Mean Ct and %CV
RdRp E gene IPC RdRp gene

gene Mean Ct | %CV | MeanCt| %CV | Mean Ct | %CV

100% 100%
500 (5/5) (5/5) 37.59 1.07 26.89 2.99 37.88 0.47

100% 100%
400 (5/5) (5/5) 38.13 1.13 27.68 6.85 38.23 0.92

100% | 100%
300 (20120) | 2020y | 387 | 089 | 2752 | 530 | 3874 | 125

Concentration
(copies/mL) E gene
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200 (20120) | (20120) 38.91 1.61 27.26 4.94 39.00 1.61
85% 80%
100 (17/20) | (16/20) 39.23 1.11 27.09 5.49 39.16 0.95
Confirmatory LoD Testing, ABI 7500
c - Detection rate Mean Ct and %CV
oncentration
(copies/mL) E gene RdRp E gene IPC RdRp gene
gene | MeanCt| %CV | MeanCt| %CV | MeanCt| %CV
0, 0,
500 1(2%" 1((5)%" 3732 | 069 | 2809 | 551 | 3750 | 062
400 100% 100% 37.63 1.50 27.35 5.54 37.71 1.94
(5/5) (5/5)
100% 100%
300 (20120) | (20/20) 38.01 1.80 27.71 5.22 38.12 1.30
100% 100%
200 (20/20) (20/20) 38.75 1.46 27.48 5.57 38.52 1.17
75% 80%
100 (15/20) | (16/20) 39.24 1.00 27.19 5.99 39.07 1.49
Confirmatory LoD Testing, ABI Quantstudio5
) Detection rate Mean Ct and %CV
Conce_ntratlon RdRp E gene IPC RdRp gene
(copies/mL) E gene
gene | MeanCt| %CV | MeanCt| %CV | MeanCt| %CV
0, 0,
500 1(2%" 1(2%" 3691 | 128 | 2693 | 568 | 3741 | 110
0, 0,
400 1(2(/)5? 1(2?5? 37.30 0.28 27.59 4.39 37.83 0.24
100% 100%
300 (20120) | (20/20) 37.95 1.32 26.52 5.70 38.20 1.06
100% 100%
200 (20/20) | (20/20) 38.32 1.85 26.58 5.59 38.61 1.21
80% 85%
100 (16/20) | (17/20) 39.05 1.87 26.61 5.59 39.05 1.58
Confirmatory LoD Testing, Roche Light Cycler 480
c ) Detection rate Mean Ct and %CV
once_ntratlon RdRp E gene IPC RdRp gene
(copies/mL) E gene
gene Mean Ct | %CV | Mean Ct | %CV | Mean Ct | %CV
0, 0,
500 1(2(/)5? 1(2?5? 36.64 1.09 27.35 6.87 36.67 1.00
0, 0,
400 1((5’%" 1((5%" 37.08 | 093 | 2673 | 608 | 37.02 | 121
100% 100%
300 (20120) | (20/20) 37.60 0.77 26.34 6.15 37.40 0.93
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200 (;8?20?))) ég?;g) 38.12 1.56 25.99 5.14 37.94 1.26
100 (fgz/‘é) (f:/‘;/%) 3858 | 241 | 2614 | 625 | 3883 | 198
Confirmatory LoD Testing, QTAGEN Rotor Gene-Q
P Detection rate Mean Ct and %CV
(copies/ml) = gene %‘:Eep MeanEC?ene%CV Mean (iltD : %CV Me;zncI E’F gi;:?)v
500 1(2%" 1((5)%" 3785 | 115 | 2831 | 6.68 | 37.83 | 153
400 1(2?50? 1(2?;;0 38.43 0.88 28.53 3.88 38.32 1.58
300 ég?zog) (38?203) 38.79 1.50 28.35 5.56 38.74 0.92
200 ég%’) ég%’) 3928 | 105 | 2846 | 595 | 39.22 | 171
100 (1980/(?6) (186302/%) 39.35 0.75 28.91 4.84 39.35 1.32

The final LoD for the 1copy™ COVID-19 qPCR Multi Kit is shown in the following table for
each assay target and claimed PCR instrument.

Bio-Rad ABI Light Cycler
LoD CFX96 e s 480 Rotor gene-Q
RdRp . . . . .
- 200copies/m¢ | 200copies/m¢ | 200copies/m@ | 200copies/m¢ | 200copies/m@
E gene | 200copies/m¢ | 200copies/ml | 200copies/m¢ | 200copies/m¢ | 200copies/ml

14.2 Clinical Evaluation

Clinical evaluation was conducted in accordance with the revised “Policy for Coronavirus
Disease-2019 Tests During the Public Health Emergency” on May 11, 2020. Clinical evaluation
of the 1copy™ COVID-19 qPCR Multi Kit was evaluated using clinical nasopharyngeal and
oropharyngeal swab specimens diagnosed with the FDA-authorized real-time RT-PCR assay.
30 positive and 30 negative samples were used for each nasopharyngeal swab and
oropharyngeal swab samples (A total of 120 samples were used). All samples were tested in
randomized and blinded fashion. The extraction of RNA from each kit was carried out in
accordance with the IFU of each manufacturer. Both kits extracted RNA using QIAamp Viral
RNA Mini Kit (QIAGEN, Cat n0.52904). The results are determined by the positive and
negative percentage agreement of each sample and the acceptance criteria are 95%.

* Nasopharyngeal swab specimens results

Rev. Date : February 2022 26 | 54



M 1drop

lcopy™ COVID-19 qPCR Multi Kit

FDA -authorized real-time RT-PCR assay

Positive Negative Total
Positive 30 0 30
lcopy™ COVID-19 "
PCR Multi Kit Negative 0 30 30
Total 30 30 60

Positive percent agreement

100% (95%CI: 92.50% ~ 100%)

Negative percent agree

ment

100% (95%Cl: 92.50% ~ 100%)

* Oropharyngeal swab specimen results

FDA-authorized real-time RT-PCR assay

Positive Negative Total
Positive 30 0 30
lcopy™ COVID-19 -
GPCR Multi Kit Negative 0 30 30
Total 30 30 60

Positive percent agreement

100% (95%Cl: 92.50% ~ 100%)

Negative percent agree

ment

100% (95%ClI: 92.50% ~ 100%)

14.3 Inclusivity

The inclusivity of 1copy™ COVID-19 Multi qPCR Kit was evaluated using in silico analysis
of the assay primers and probes in relation to 108,729 SARS-CoV-2 sequences available in the
GISAID gene database from 31 August 2021 to 5 September 2021 for two targets, E and RdRp.

For the E target, lcopy™ COVID-19 Multi qPCR Kit had 100% match to all sequences with
the exception of 358 sequences that had a single mismatch. For the RdRp target, 1copy™
COVID-19 Multi gPCR Kit had 100% match to all sequences with the exception of 579
sequences that had a single mismatch. None of these mismatches found for both targets are
predicted to have a negative impact on the performance of the assay, given the location of the
mismatches in the primer and probe regions respectively for the five variants. These
mismatches are not predicted to adversely affect probe and primer binding or reduce assay

efficiency.
1copy™ COVID-19 gPCR Multi Kit (1drop Inc., Cat. No. M22MD100T)
Number of Number of Number of
'\anrz:)i';gf Confirmed Single Above Single '\Ig(rgzgvgf
Y 100% homology | Mutation Mutation *
sequences sequences
sequences sequences seguences
RdRp gene 108.729 108,296 427 0 6
Primer Forward ' (99.602%) (0.393%) (0.006%)
RdRp gene 108,703 26 0
Primer Reverse 108,729 (99.976%) (0.024%) 0 (0%)
RdRp gene 108,601 126 2
Probe 108,729 (99.882%) (0.116%) 0 (0.002%)
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E gene Primer 108,576 140 13

Forward 108,729 (99.859%) (0.129%) 0 (0.012%)

E gene Primer 108,572 127 30

Reverse 108,729 (99.856%) (0.117%) 0 (0.028%)
108,607 91 31

= gene Freins 108,729 (99.888%) (0.084%) 0 (0.029%)

14.4 Cross-reactivity

List of Organisms analvzed using in silico analysis

Other high priority pathogens
from the same genetic family as
SARS-CoV-2

Other organisms that may be present

in respiratory specimens

Human coronavirus 229E

Adenovirus (e.g. C1 Ad. 71)

Human coronavirus OC43

Human Metapneumovirus (hMPV)

Human coronavirus HKU1

Parainfluenza virus 1-4

Human coronavirus NL63

Influenza A & B

SARS-coronavirus

Enterovirus (e.g. EV68)

MERS-coronavirus

Respiratory syncytial virus

Rhinovirus

Chlamydia pneumoniae

Haemophilus influenzae

Legionella pneumophila

Mpycobacterium tuberculosis

Streptococcus pneumoniae

Streptococcus pyogenes

Bordetella pertussis

Mpycoplasma pneumoniae

Pneumocystis jirovecii (PJP)

Candida albicans

Pseudomonas aeruginosa

Staphylococcus epidermis

Streptococcus salivarius
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An in silico analysis for possible cross-reactions with all the organisms listed in the Table above
was conducted by mapping primers and probes for both E gene and RdRp primers and probes
in the 1copy™ COVID-19 qPCR Multi Kit individually to the sequences downloaded from the
NCBI database. Potential cross-reaction is possible if there is >80% homology between the
database sequence and the target primers/probes of the assay. Results from the analysis showed
that the RdRp primers and probe are specific for SARS-CoV-2 and E primers and probe are
specific for SARS-CoV-2 and SARS-coronavirus.

Cross reactivity is not expected with other organisms listed in Table above based on the in
silico analysis.

To further evaluate the potential for cross-reactivity of the 1copy™ COVID-19™ qPCR Multi
Kit target sequences, wet-testing was performed for selected microorganisms and viruses that
may be present in respiratory specimens. For cross-reactivity test, synthetic RNA of SARS-
CoV-2 specific E gene and RdRp gene were separately evaluated for potential-cross-reactivity.
All samples prepared with these synthetic RNA sequences were positive for the expected
corresponding primer/probe mixture only. Testing also included respiratory viral pathogens
(Influenza A virus (H3N2), Influenza A virus (HIN1)), Parainfluenza virus 1, Parainfluenza
virus 2, Rhinovirus 14, Enterovirus 71), as well as Escherichia coli and human total RNA.

Samples were prepared at high microorganism concentrations as shown in the following table.
A total of five replicates were tested for each potential cross-reactant. No unexpected cross-
reactivity was observed for the organisms and viruses listed. The results can be seen in the table
below.

Wet-testing cross-reactivity of the 1copy™ COVID-19 gPCR Mulit Kit

Organism

Concentration

Results E Gene
(#detected/tested)

Results RdRp
Gene
(#detected/tested)

Synthetic RNA of COVID-
19 specific RARp gene

5 x 102 copies/mL

Not detected (0/5)

Detected (5/5)

Synthetic RNA of beta-
coronavirus specific E gene

5 x 102 copies/mL

Detected (5/5)

Not Detected (0/5)

Influenza A virus (H3N2)
(Ref. KBPV_VR_32)

5 x 10" copies/mL

Not detected (0/5)

Not detected (0/5)

Influenza A virus (H1N1)
(Ref. KBPV_VR_33)

5 x 107 copies/mL

Not detected (0/5)

Not detected (0/5)

Parainfluenza virus 1

5 x 10" copies/mL

Not detected (0/5)

Not detected (0/5)

Parainfluenza virus 2

5 x 107 copies/mL

Not detected (0/5)

Not detected (0/5)

Rhinovirus 14

5 x 10" copies/mL

Not detected (0/5)

Not detected (0/5)

Enterovirus 71

5 x 10" copies/mL

Not detected (0/5)

Not detected (0/5)

Escherichia coli

5 x 10’ copies/mL

Not detected (0/5)

Not detected (0/5)
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Human total RNA 5 x 10" copies/mL Not detected (0/5) Not detected (0/5)

14.5 FDA SARS-CoV-2 Reference Panel Testing

The evaluation of sensitivity and MERS-CoV cross-reactivity was performed using reference
material (T1), blinded samples and a standard protocol provided by the FDA. The study
included a range finding study and a confirmatory study for LoD. Blinded sample testing was
used to establish specificity and to confirm the LoD. The extraction method and instrument
used were QIAamp Viral RNA Mini Kit (QIAGEN, Cat n0.52904) and CFX96™ Real-time
PCR Detection System (Bio-Rad, Product No. 1854095-1VD). The results are summarized in
the following Table.

Summary of LoD Confirmation Result using the FDA SARS-CoV-2 Reference Panel

Reference Materials . . .
Provided by FDA Specimen Type Product LoD Cross-Reactivity
SARS-CoV-2 Nasopharyngeal | 1.8x10* NDU/mL N/A
MERS-CoV swab N/A ND

NDU/mL = RNA NAAT detectable units/mL
N/A: Not applicable
ND: Not detected

Rev. Date : February 2022 30 / 54



@
’ ] d O p lcopy™ COVID-19 qPCR Multi Kit
15. References

1. Centers for Disease Control and Prevention.

https://www.cdc.gov/coronavirus/2019ncov/index.html. Accessed February 9, 2020.

2. Centers for Disease Control and Prevention. Biosafety in Microbiological and Biomedical
laboratories (refer to latest edition). http://www.cdc.gov/biosafety/publications/

3. Clinical and Laboratory Standards Institute. Protection of Laboratory Workers from
Occupationally Acquired Infections; Approved Guideline. Document M29 (refer to latest
edition).

4. Clinical and Laboratory Standards Institute. Collection, Transport, Preparation, and Storage
of Specimens for Molecular Methods; Approved Guideline. CLSI Document MM13-A. Wayne,
PA: Clinical and Laboratory Standards Institute; 2005.

5. World Health Organization. Laboratory Biosafety Manual. 3rd ed. Geneva, Switzerland:
World Health Organization; 2004.

6. World Health Organization. Coronavirus disease (COVID-19) technical guidance:
Laboratory testing for 2019-nCoV in humans. 3. Molecular assays to diagnose 2019-nCoV.
https://www.who.int/docs/default-source/coronaviruse/protocol-v2-1.pdf?sfvrsn=a9ef618c_2

7. WHO interim guidance for laboratory testing for 2019 novel coronavirus (2019-nCoV) in
humans; 19 March 2020. https://www.who.int/publications-detail/laboratory-testing-for-2019-
novel-coronavirus-in-suspected-human-cases-20200117

Rev. Date : February 2022 31/ 54


https://www.cdc.gov/coronavirus/2019ncov/index.html
https://www.who.int/docs/default-source/coronaviruse/protocol-v2-1.pdf?sfvrsn=a9ef618c_2
https://www.who.int/publications-detail/laboratory-testing-for-2019-novel-coronavirus-in-suspected-human-cases-20200117
https://www.who.int/publications-detail/laboratory-testing-for-2019-novel-coronavirus-in-suspected-human-cases-20200117

[ ]
M 1drop Icopy™ COVID-19 gPCR Multi Kit

Appendix 1. Software Setting

@ Light Cycler 480 (Roche, Product No. 05015278001)

1) Run a software and click “New Experiment”

e

lnl: LC480 / Standby (no MWP) Database (
Window: IMM _-] User: System Admin
LightCycler® 480 Software release 1.5.1.62 SP3
Version 1.5.1.62

Relative Quantification

Meit Ciwve Genotyping

BEcco@ @8 o)

o
Instrement.  LCADD / Mot Connected

Window: Im(lm
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i

@ | B

(
3
r

Tovpmaae ()
yss5388d
|
s

(£ [ 06Em SN 3] [EE] (=10
Conmmet

I
|
i
i
i
4
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Step Temperature Time Cycle
RT 55°C 25 min 1
Incubation 95°C 5 min 1
95°C 10 sec
Amplification 45
60°C * 30 sec

* Measure florescence at 60°C (FAM and Red 610) channel

iii) Click “Customize” and select “FAM” & “Red 610”.

Instrument:  L.C480 / Not Connected

Database (
Window: I"gw Experiment ;I User: System Admin
Expel [ Run Protocol 1 Data | Run Notes. |
ment S
| [ ioion Forss 2 Cotor Hydrolysis Probe ®9n Plate 10 [ Reaction Volume [0 =] || ¢ ~
. Lot No Tost10 [
1 Juom >
1 < |None =
45 |Quantéication ~
Temperat Tog Yol
Hold (hh:mm:ss) Ramp Rate (‘Cis)  Acquisitions (per °C)  Sec Target ('C) Step Size (C) Step Delay (cycles)
00.00.10 tlaa 8! 0 <lo zlo 2
~[00.0030 222 j 2o jo =lo 3
Overvew
100
: I F T '
|
g 2 UL U
§ =)
)
|
00500 (%10 [E13 - %62 Ti5a (T TS
m End Program 1 +10 Cycles T| SwnRun |
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iv) Click “Subset Editor” and Define 96 well PCR plate layout on program.

@ e B [N

Instrument:  LC480 / Standby (no MWP)

34/ 54
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v) Click “Run Protocol” on the above menu bar and then “Start Run”

o)

Instrument:  LC480 / Not Connected Database
Window:  [New Experiment | User:  System Admin
4 Color Hydrolysis Probe % 7] ..
- R
pre-incubation 1 < |None -
o R ]
9% <{None 00:00:10 Tjas 0 {0 o = .
60 <iSingle ~[00.0030 22 3 <o 80 <o 5 -

vi) For data Analysis follow the settings below table.

Instrument:  L.C480 / Not Connected

) = B 55 Guan/2nd Dervative M for iow Subset 1

RNE @« @k ([T o
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Threshold Baseline
ABI
CFX96 7500 ABI Quantstudio5 | Rotor-Gene Q LC480 Begin End
E gene(FAM/Green) 300 50,000 15,000 014 3 15

Whether or not Ct is checke
RdRp gene(FAM/Green) 300 50,000 15,000 0.1§f d when setting Abs Quant/2n 3 15
d Derivative Max

IPC(Texas red/Red610/Orange) 100 20,000 5,000 0. II 3 15
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@ Applied Biosystems Quantstudio5 (Thermo Fisher Scientific, Product No. A28134)

1) Run a software and click “Create New Experiment” of “New Experiment”

8 QuantStudio™ Design & Analysis Software v143 - o X
Fle Edt  Analysis  Tools  Help

Select an Option

New Experiment Open Existing Experiment

+ 1+
B a8
T | T

i1) Click “Method” on the above menu bar.

8 QuantStudio™ Design & Analysis Software v1.4.3 - a] X
Fie Edt  Amlysis  Tools Help

Experiment Properties O save v
Name 2018_0000
Barcode
User name
Instrument type QuantStudio™ S System v
Block type 96-\Vell 0.2-ml Block v
Experiment type Standard Curve v
Chemistry TagMan® Reagents. v
Run mode Standard v
age chemistry detads
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iii) Enter the reaction volume 20 p€ and modify PCR reaction conditions as below.

| & QuantStudio™ Design & Analysis Software v143 [ol e =)
File Edt Analysis Tools Help
Properties Method Plate Run Results Export
Experiment Method [# Acion v O; Save v
Volume Cover
Hold Stage PCR Stage
95.0°C 950°C
05:00 16°C/s o010
1.6°C/s G
60.0°C
550°C ~
'\S ) 1.6°C/s ‘\2/‘
Step! Step2 Stepl Step2
45 S x

Legends: &) Data Collection On Data Coliection Off [[[] Pause On Pause Off ¥ Advanced Settings  V VeriFiex

[ roons |
Step Temperature Time Cycle

RT 55°C 25 min 1

Incubation 95°C 5 min 1
95°C 10 sec
Amplification 45
60°C * 30 sec

* Measure florescence at 60°C (FAM and Red 610) channel
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iv) Click “Plate” on the above menu bar and select “FAM” for Targetl and “TEX Red” for
Target2 in “Advanced Setup”

£ qu S Ayt SIS oo e
File Edit Analysis Tools Help
Properties Method Plate Run Results Export
Assign Targets and Samples [# Action v O Save v
Quick Setup Advanced Setup : ® View v QA Q
2 1 2 3 4 s 6 7 8 9 10 1

- Targets Add [# Action v e e e e e e e e
|
'
Name  Reporter Quencher Comments Task  Quantity ‘:
i
B rargetn  Fam None - !
8
'
| [ Target2 TEXASR. None v X :
'
i
2 }
—  Samples Add [# Action v i
|
'
Sample Name Comments L :
i
|
£ 1}
'
i
|
17 1
'
= Biological Replicate Groups Add i
|
|
Biological Group Comments £ !
i
&
1

wells: o Eo o

v) Click “Quick Setup” next to “Advanced Setup” and define 96 well PCR plate layout on
program. Also, check the “Passive Reference : None”.

& QuantStudio™ Design & Analysis Software v1.4.3 - o X
File Edit Analysis Tools Help

Properties Method Plate Run Resuits Export

Assign Targets and Samples Save v

| Quick Setup Advanced Setup : ® View v

[ Action v O

QQ =
@ Well Attributes T o2z 3 4 5 6 7 8 9 90 m 2

Sample v A

W sample) X [ = e e e e |

ISample] Samplel Sample] Sample! Sample) Sample) Sample! Samplel Samplel Sampleli

B Ho B 3 0 o J§ J§ i ¢ i v

L o ) p

Target v : i

ISample] Sample] Sample) Sample! Sample) Sample] Sample] Sample) Samplel Samplelt

e I° FEERRERAEEER R

Teroet2 t [0 u u u (1 u N

- et L 1 1

ISample! Sampie! Sampiel Sampie] Sampiel Sample] Samplel Samplel Sampiel Sample !l

> BERERARERERRB

1 i 1

Well Comments I 2 1

:Wﬂ Sample] Samplel Sampiel Sample] Samplel Sample] Sampiel Sampie 1 Suvﬂ:

E o vl 3 ul J§ vl vl 4

@ h y (0 v [0 ]

Plate Atritotss {sample) Somple Smple) Sample) Sample) Sample] Sampiel Samole] Somplel Samplell

F ' . B 0 O 1 i " )

Passive Reference None v Ho u u [0 i

:Snde' Sunple Sample] Suaple] Sample) Sample) Sample] Sunplel Sample) Sampieli

c HAAAAAAARA AR

f u y 1
H

wells: [ll6o EoJo
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vi) Click “Run ” on the above menu bar and then “Start Run”

lcopy™ COVID-19 gPCR Multi Kit

Run Control

File Edt Analysis Tools Help ("]’

Properties Method Plate

& QuantStudio™ Design & Analysis Software v1.4.3

Run Results Export

@ [T | > - -

Amplification Plot

o1

&Rn

00 |

0.001 -

W Target)

@~

d

Post-Run Summary

vii) For data Analysis follow the settings below table.

File Edt |Analysis | Tools Help

Analysis Settings.

Analyze
Override Calibration

Results

aaWsRo B @

4&Rn
&
g

Amplification Pl

oy S R RIS = B S A

W Con MNTC M Ref Ml Swab

Run Results Export

<

> ® View v QQ
Amplification Plot 3 2345678910112
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8| 3ﬁl ’ﬂ' | lg 1]
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i s_is.s.ﬁs.s_s_s.s. i
© 9388888888 |
| donag :
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' ooom |
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L i H oo o o
W W w m ® % = m ® & % = = ; :
Cycle H |
Hi i
[ ]
i B
v ¥
Cr Settngs Flag Settngs Advanced Settngs Standaed Cutve Settings
Data Step Sebection Algorithm Settings
use for Cr analyms. Onk for fr Cr Smured
Baseline Threshold v
PCRStage/Step Stagel Step2 v
Default Cr Settings
Defaut C7 setings e Lsed o calouate the C7 % Toedt dx Settings.
Tiveshold AUTO ycle AUTO ycle AUTO
Cr Settings for FAM
Target Throssoid Basoloe Start Basene End
C1 Settings to Use: "] Default Settings
FAN 15,000 3 15 Automat: Theeshold
TEx 5,000 3 15 Threshold 15.000.0
[ Autormate: Baselre

Baselne StwtCycle 34 End Cycle: 159
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Threshold Baseline
Target IR
CFX96 ?5]310 ABI Quantstudio3 otor-Gene Q LC480 Begin End
E gene(FAM/Green) 300 50,0004 15,000 0.1 3 15

‘Whether or not Ct is checke
RdRp gene(FAM/Green) 300 50,000 15,000 0.1 | d when setting Abs Quant/2n 3 15
d Derivative Max

[PC(Texas red/Red610/Orange) 100 20,000' 5,000 0.1 3 15
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® Rotor-Gene Q 5plex HRM (Qiagen, Product No. 9001580)

1) Run a software and click “Advanced” and click “New”.

M Rotor-Gene Q Series Software VIRTUAL MODE - Run 2020-05-01 (1) - o x
File Analysis Run Gain View Window Help

ZOd PUNE “v...d' & &
New Open Save Stat i “too Settings 7ogrec Profile
| Channels

il
a2
cjwumuanwﬂu" 2
2
ol
F-
%
a
2
|
R :E
Er

ank On Bank
Named On | AIOn
Edt )

ii) Check the Rotor type and Click “Next”.

% Ro ware VIRTUAL MODE - Run

File Window Help

muupuly “v..itﬂlhh!ﬂ. l'l
New Open Save | Stat Fiuse “top Settings ©/oore: Profile  Temp. Samples Analysis Reports Amange &]

| Channels

BB UNBRRENNBEEI2ascR B vavnaswn iy

|Rotor-Gene Q Senes Soltware 234
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iii) Enter the reaction volume 20 pf and click “Next”.

£ Rotor-Gene Q Series Software VIRTUAL MODE - Run 2020-01-30 (1) - o X
File Anslysis Run Gain View Window Help

ZEHUDPNE (@ & ¥ B & B oWB. |
New Open Save | Start Fouse Siop Settings ¢rogress Profile  Temp. Samples Analysis Reports Amange

| Channels

Vo @
‘Sampke Lapoud - [1.2.3..

Bark On. Bank Off
MNamedOn  AIOn  ANOK
Edt S

|FotorGene O Sees Software 234 |VIRTUAL MODE

iv) Click “Edit profile” and modify PCR reaction conditions as below.

% Rotor-Gene Q Series Software VIRTUAL MODE - Run 2020-05-01 (1) - o *
File Analysis Run Gain View Window Help

ZEHDPNE [ & 7 B & B oE B -
New Open Save = Stat ~.uc "o Settings © oo Profile  Temp. Samples Analysis Reports Arange

| Channels

Skip Wizard << Back. Het 3> |

0
2
2
k<]
u
|
%
2|
E
2
0
n
k-4
[l

Bank On Bank Off
MamedOn | ANOn | ANOK
Edt 5 =

RT 55°C 25 min 1

Incubation 95°C 5 min 1
95°C 10 sec

Amplification 45
60°C * 30 sec

*  Measure florescence at 60°C (Green and Orange) channel
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v) To measure fluorescence at 60°C, click the “Acquiring to Cycling A” and check the
“Acquiring channels”, Green and Orange.

&9 Rotor-Gene Q Series Software VIRTUAL MODE - Run 2020-05-01 (1) - o X
Flle Analysis Run Gain View Window Help

mﬁublll ‘me&Cﬁﬂwhs.
Save | Stat Pause Stop Settings Progec: Profile  Temp. Samples Analysis Reports Arange
|crum$

¥ Edit Profile X
@

© H‘O
New * Open SaveAs| Help

Dick on 3 cycle belowto moddy it
Hold Insen ahter...
Hold 2
Insest before...
FRemove
This cycle repests 45 | timels)
Ok by . o press +or - to ackd this cycle.
95%C for 10 secs _.JLI
B0'C for 30 sees /
Acquisition
Same as Previous : | (New Acquisition) 'I
oqon =
Available Channels : Acquiring Channels :
Neme | > | [Name [
Crimson Green
HRM _‘I Orange
Red
Yelow «

To acquire from a channel, select it from the list in the left and click >. Tos}q:acmﬁuna
channel, select it in the right-hand list and click <. To remove all acquisitions, click

Dye Chait »> Ir"“m"“ﬂlommﬁq Hep |

5550m | JOEY, VIC. HEX, TETY, CAL Fluor Gold 540, Yakima Yellow"’
810nm | ROX-", CAL Fluor Red 6107, Cy3.5", Texas Red", Alexa Fluor 588 %
710hp | Quesar705, Alexs Fluor 680+

510nm  [SYTO 9%, EvaGreen
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vi) Click “Start Run” and save the file.

sre VIRTUAL MODE - Run 2 1 o
Window  Help
@ & & B & b ©B3. ‘&
Settings ©ioce Profile  Temp. Samples Analysls Reports Amange .|

‘Sampie Layout
Reaction Vokume (in miciofters)

X
« v > UPCH HEERA v o Benda »
Fev  Amm He @
A o h Ty
v o HE 77| oy
muzne ,I 1 ik
$ neec . 1 it
EE-Z . 1 Y
A .
5 22 Dropbox v < >
1% O/(Ny: [Run 2020-01-30 (1) ~|
B BHM: |Run File (e v
~ 258717 ==
.. . T 199
vii) Define the samples and click “Finish”.
4% Rotor-Gene Q Series Software VIRTUAL MODE - Run 2020-01-30 (1 - o
File Analysis Run Gain View Window Help
IIHDIII‘ meaﬂlih@.
New Open 1 Pause Settings Progress Profile Temp. Samples Analysis Reports Armange
| Channels ]

DUWEoET
Gioups | Given Cone.

I

tﬁ'_f'f‘z'f’r';'z'z— g

[ BT 3] o ] - s

SkipWiasd | < Back
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viii) For data Analysis follow the settings below table.

% Rotor-Gene Q Series Software VIRTUAL MODE - Run 2020-04-29 (1) 22| &7}

lcopy™ COVID-19 qPCR Multi Kit

File Analysis Run Gain View Window Help
MGJH‘)III v @ @ ¥ B W B B B.
New Open Save | Stirt Pauwe Stop Settings Progress Profile Temp. Samples Analysis Reports Amange

}CMM o Cycling AGreen .7 Cycling AOrange . Cycling A Green/Cycling AOrange

F1 Reports.. % Std Curve [T Results v“m'{gr}wcm % ignore First g Take Off Ad). | [Z] Outlier Removal... b Save Defaults

2 :
AdustScale.  Auto-Scale  Default S Show Hide
"

= I Auto-shaink window

(53 Guant Results - Cycling A Green (Page 1)
pe O

0s e o
Quanitaion | Mek T

04 25d Curves (Rel) | Othes.
§ New Analysis..
203

£
Zo2

01 »

0o e

3 “

k | Bank Off
NamedOn | AIOn | AIOH
it

CT Calculation

™ Invett RawData
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Threshold Baseline
ABIL
CFX96 7500 ABI Quantstudio Rotor-Gene Q 80 End
E gene(FAM/Green) 300 50,000 15,000 0.1 3 15
‘Whether or not Ct is checke
RdRp gene(FAM/Green) 300 50,000 15,000) 0.1 |jd when setting Abs Quant/2n 3 15
d Derivative Max
[PC(Texas red/Red610/Orange) 100 20,000 5,000|| 0.1 | 3 15
I
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@ Applied Biosystems 7500 Real-Time PCR Instrument system (Thermo Fisher
Scientific, Product No. 4345241

1) Run a software and click “Advanced setup”

@ 7500 Software V206
Fle Edt lnstument Anabsis Tools Help

] NewExperiment - 5 Open_ [ ¢ - B | ® -a

Analyse

Disconnected

i1) Click “Plate setup” and select “FAM” for Targetl and “TEX Red” for Target2 in “Define
Targets and Samples”

D 7500 Software 206
flle EGt |nstument Anabsis Tools Help

] NewExperiment « (5 Open. i Save - (J Close | 49 Epon. ~ 2} PrintRepont

Experiment Menu & | Experiment: Unlitied Type: Standard Curve Reagents: TaqMan® Reagents )

1
Bet-ne Targets and Samples || Assign Targets and Sarmples |

I

- || 100 wacucacats Dot e et o avarity i e ssries o st e roachon e
— [ostoesamples |
Plata Sotwp
|| | | [[Acanew Target | Add Saved Target [ Save Target | Delete Target | || |[Rectien samste | Adasmeasamete |
(& s Tapiins e S oo Sovietons o
e i A [rm v [um S h > ‘Sampie 1 ' vl
| fresas RED ||rexss reo e “m 2
| - [ |

e
= YE—
[[Aas motogicai Grous | ]

SelogcalGroup arme o Commens 1
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iii) Click “Assign Targets and Samples” and define 96 well PCR plate layout on program. Also,
check the “Passive Reference : None”.

@ 7500 Software v2.06
Elle EGt instument Anahsis Tools Help

) NewExperiment + 5 Open_ il Save - L3 Close | 49 Expot_ - 2 PratRepot

Experiment Menu < | Experiment: Untitled Type: Standard Curve Reagents: TagMan® Reagenls (7))
Define Targets and Sarples | Assign Targets and Samples |

70 setup standards: Click "Deine and Set Up Standards.
@ tastructions: 7o setup unimowns: Select welis, assion targes(s). select U (Unknawn) 35 the task or sach target assignment, hen 3ssion a sample
To setup negatie conrols: Select weks, a53ign targetis), fhen select "N" (Negative Conrol) 35 e task for each target assignment

Assign target(s) to the selected wells. <[ View Plate Layout | View Wel Table |
Select Welis With. - Selectlem - + - Selectltem -
Assgn Target Task Quantty
O e | @E | u-n—vlmugml E-'_l:ﬂ
0 e | Wil | — WM [ T [ v [ v [ v [ 5T v [ %[ % T

B8 mixea [ Unknown [ standara [Z] Negative Control D
w 5

Assign sample(s) to the selected wells.
Assign Sample
[s] \ Sample 1

Assign sample(s) of selected weli(s) to biological group.

Assign Biological Group | F

Select the dye 1o use as the passive reference. N‘
[ None. v 5
wets: [I] 0 Unknown [ 0 Standara [Z] 0 Negatie Control
Disconnectel 202017 1§ 304 #2

iv) Click “Run Method” and enter the reaction volume 20 p and modify PCR reaction
conditions as below.

Fie Et instument Analysis Tools Heip
i) NewEsperiment = 5 Open. gl Savwe - i Close | @ Expont. ~ £} PrintRepon.

Experiment Menu & | Experiment: Untitied Type: Standard Curve Reagents: TagMan® Reagents

@

I

e
[Graphical View | Tabular View |
o

‘ - Immnvmmvuw-u 20 l Expertiode |

1] metod It neeced

AgaStage v | Asastep v | Detete Selected [ coneapaa v | I | | }
8 Feaction Setup
. ——i Holang Stage Hoiding Stage Cydling Stage
lots List
Number of Cycles: 45 &
Enable AutoDsta
Starting Cycle: 2
100 —}
Analysis 80°C 980°C

0500 0% 0010 \

25— 1
00%
\#00°c

850°C 0030

a
2500

0

/

7

o Sop 1 Siep 1 Swp 1 Step2

Legend
[oes oo 5 o cotucncn & et  owacn
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Step Temperature

Time Cycle

RT 55°C 25 min 1

Incubation 95°C 5 min 1

95°C 10 sec
Amplification

45
60°C * 30 sec

o
*  Measure florescence at 60°C (FAM and TexRED) channel
: 13 )
v) Click “Start Run”.
v -0 X
File Edt Instument Analysis Tools Meip
) NewEsperiment + (5 Open_. 4 Save + 3 Close &9 Eport. - & PrintRepont
Experiment Menu & | Experiment: Untitied Type: Standard Curve Reagents: TaqMan® Reagents
u M needea method
Graphical View | Tabular View |
Reacton Volume Perweil | 20|yl ] Expertiods |
Aaa Stage v | Adaswp v | Delete Seiecied | Al [ { ]|
Holding Stage Holding Stage Cycling Stage
NumserofCyces 45 ¢
Enabie AutoDelts
Staring Cyde 2
-
ss0°c ss0-c
[\
v N
/ X\
/
7~ / \'Y”
/Aams \
/ \
5 Ninise
550°C / 0030
/ %500 E
o] 5
Y,
/
/17105
4
6
e Step 1 ETy EQ swp2
Loged
[ows cunaonn . s cotmncn & asontcn  osace
«
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vi) For data Analysis follow the settings below table.

Type: Standard Curve Reagents: TaqMan® Reagents - )
< rf View Plate Layout | View well Table |
ormT— N =D = = N
PotSemagi g acayes Sectings for Untted B
Plot Type: ARnvs Cydle w  Graph Type: Line| = — —
CT Seftings | Flag Settings | Advanced Seftings | |
s t
M- Sy @ Revewme analysis of targets aicx - atarget 2] i1 il 12
rm—— tavle, ceselec 3 asplavea
Default Cr Settings.
Standard Curve Detaun Cr sefings fortargets setings. To sanme aicx
n Multicompooent Plot w0000 Threshold AUTO Baseline Start Cycle: AUTO Baseline End Cycle: AUTO | EGHDatadt Setings |5
o | ARAUERE
g"""““‘m 20000 Selecta Target Cr Settings for Target 1 l}"" m "!'ﬂ
B oc somnar PR Target Threshold Baseine Start Baseline Eng Cr Setings toUse: 7] Use Detaut Sattings Undete
—— Target 1 l.a ||6 | : Automatic Threshold
24 vutvto prots View o000 Target2 [zo000 3 s | Threshole: 50.000.0
0o Automati Baseiine
s Basetine Stan Cyde: | 34 EnaCycle: | 1545
- om0 |
g
2000
o
so0
oy
wocc0
Ewic
| | LEALTS
%% h9,099.995463 | raegez Ew w
=1 1 1 1 0 | Undete.
o)
Options.
Target Target2 w» Threshold Ao 20
Show 9 reshls — I pasene s vl |- e == - —
= S : — J
e [ wes: [I] 42 Unimown (53 0 Standara [] 0 Negatve Contrl 4 empy
& | Anatysis summary: Total Wells in Piate: 96 Wells SetUp 42 Wess Omited Manually 0 Wells Flagged 3 Waelts Omitied by Analysis: 0 Samples Used 8 Targets Used 2
Threshold Baseline
Target
ABI : .
CFX96 7500 I QuantstudioS | Rotor-Gene Q LC480 Begin End
E gene(FAM/Green) 3004 50,000 15,000 0.1 3 15
‘Whether or not Ct is checke
RdRp gene(FAM/Green) 3004 50,000 15,000 0.1 | d when setting Abs Quant/2n 3 15
d Derivative Max
[PC(Texas red/Red610/Orange) 1[](1 20,000 5,000 0.1 3 15
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® CFX96™ Real-Time PCR Detection system (BIO-RAD, Product No. 1854095-1VD)

1) Run a software and click “User-defined”

A 8io-Rad CFX Maestro (admin)
File View User Run Tools Windows Help

@ By |]

&2 Detected instrument(s)

Select instrument CFX% v
@ Repeat run -
@ Anaivze Select run type

User-defined [i_iqmmma

Searching for instrument(s) User.admin | 01/30/2020 1424 .

ii) Click “Create New” and enter the reaction volume 20 pf and modify PCR reaction
conditions as below.

it Bio-Rad CFX Maestro (sdmin)
fle View User Bun Tools Windows Help

@ [ & & ]

&) Detected Instrumentis)

(g Protocol (3 Piate wp» Start Aun

Select Existing.., CFX_2stepAmp.prcl v
Selected Protocol
CFX_2stepAmp,prel I Bio-Rad CFX Maestro (admin) = o X
Preview Eile View user Run Tools Windows Help
Est. Run Time: 01:09:00 (% Wel E] »i" o - New vy
[R—— @ Def le Settings Tools 2

B 8 e step [t - 55: Run Time 01:40:00
%0 C
W

(24 nsent step ! £
; \ 37%0  Cfor 0:10
7] insent Gradient | £ E00C for 00
. Plafe Read
mpom—ee— late Fea
No instrument detected after 120 seconds. [Einsencoto )i LA G Hore Umes
[ nsenMetcuve |
L — n
| Add Plate Read to Step
1 step options &
| o5 Delete Step

Ok ) [ Cancel

JI

No instrument detected after 120 seconds.

Useradmin | 01/30/2020 1427
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Step Temperature Time Cycle
RT 55°C 25 min 1
Incubation 95°C 5 min 1
95°C 10 sec
Amplification 45
60°C * 30 sec

*  Measure florescence at 60°C (FAM and TexRED) channel

i1) Click “Plate” and check the “Express Load : QuickPlate 96 wells_All Channels.pltd” and
click “Edit selected”.

(@ Bio-Rad CFX Maestro (admin) - (u] X
File View User Run Tools Windows Help
[T6. A
2|14 & & BIO-RAD
Detected Instrument(s) —
L] Run seup =
(4] Protocol (ED Plate wp» StartRun
Create New... Express Load
Select Existing... QuickPlate 96 wells_All Channels, pitd v
Selected Plate
QuickPlate_96 wells_All Channels,pitd
Preview
Fluorophores: FAM, HEX, Texas Red, Cy5, Quasar 705 Plate Type: BR Clear Scan Mode: All Channels
1 2 3 4 5 6 7 8 9 10 1 12
A unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
B Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
C Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
D Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
S Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
F Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
G Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
H Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
<< Prevy Next >>
No instrument detected after 120 seconds. User.admin | 01/30/2020 14:40 .:
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iii) Click “Select Fluorophores” and check FAM and Texas Red. Also, Define 96 well PCR

plate layout on program.

Fle G Settngy  Tdtng Tooh
Y urds | (o | B e | @ 2ccm [T0% ]| il scon e AT it

v‘: vk ooz | ] trece Sty | ) Sommtibent Viewimperier | Set Werad sl\um ) P Loating Cusce

S
| Piote Typa 1 BA Cher 3 covgie [ Wl Gooup [ ol e

2.3 Coneel

iv) Click “Next” and click “Start Run”

File View User Tools Windows Help

AHaER BNl ?

Detected Instrument(s) 5 2
[ cex anamw | DS
& et
Protocol | (23 Plate |wp> Start Aun |
Expess Load
l D
Selected Plate
QuickPlate_36 wells_All Channels. pitd Edit Selected...
Preview
Fluorophores: FAM, Texas Red Plate Type: BR White Scan Mode: All Channels
1 2 3 4 | 5 6 7 | 8 9 10 11 | 12
A unk unk unk Unk Unk Unk unk Unk Unk Unk unk Unk
] Unk Unk Unk Unk: Unk Unk ‘Unk Unk Unk Unk Unk Unk
C Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
D Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
= Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk: Unk Unk
F Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk Unk
soecisamsramen——| | | © unk Unk unk Unk Unk unk Unk Unk Unk unk Unk Unk
oy viewsaus Wl unk unk unk Unk unk Unk Unk unk unk unk unk unk
£ Openlid
& Coseld [ e
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[ sic-Rad CFX Manager VD Edition 1.6 (admin)’
File View User Teols Windows Help

Tk

Detected instrumentis) Experiment S
CEX
& et Options
Protocol Plate| "B Start Run |
Run Information
Protocol :  1prcl
Plate : QuickPlate_96 wells_All Channels pitd
Notes : -
Scan Mode : All Channels
Start Run on Selected Block(s)
Block Name a Type | Run Status i Sample Volume | Protacol ID i
U "BFX Idle 2
[¥) Select All Blocks
Slecd nstame LO Flash Block Indicator | w Open Lid J LA Close Lid ]
ﬁ View Status l—|
ZJ Open Lid
Z3  Closelid Naxt

[Instrument(s) 8R1002471dle

v) For data Analysis follow the settings below table.

[User.admin [ 2020-01-30 2% 2:55

{f Data Analysis - 20200429_CoV_BPP1+8PP2_WOO.perd - o x
File  View Bxport  Tools & plate setup - SHW v'|?
[l Quariiscal e o (29 endpore (5] Mekc Ducamination 9% Custom Dataview 2] aC ] Fun ifomation
————— ] Baseline Setting 3 T
@ Anslysis Mode » Amplification d I
5000 [ _Cycles to Analyzs._ Baseline Threshold X
Baseline Cycles
s000| —— O Auto Calculated No wells designated as Sample Type standard.
e ' @® User Defined Bold indicates a changed value,
Include Al Excluded Wells -
000 |, vouse Highlightng | Bis.;ll':la 9 BaE;‘I‘Ina 0
Step Number. |4
Wel O Puor O Topet O Cotert ( Sawple & Ca O
CO4 Texas el Unkn BEswab 295
All Selected Rows: Begin: ‘3 [#] End: (15 D04 Texas Red Unkn T Emwab n%
| L ER2  FAM Unkn T RdRo Rl 1984
\ Reset All User Defined Values F02  FAM Unkn T RdRp Ref+  40.30
G2 FAM Unkn TR Rel+ 4075
Single Threshold EB4  FAM Unkn HRdRowwal  N/A
O Auto Calculated: 117230 F4 FAM Unkn TRdRpmmal A
h = GO4  FAM Unkn TRiFpmmat  NA
® User Defined: 00,00 S| B3  FAM Uk HERdma %2
oK &) rm Fam linkn, 0 F Rfoman  TTRR
Threshold Baseline
—
1
CFX96 500 'ABI Quantstudio5 Rotor-Gene Q LC480 Begin End
E gene(FAM/Green) 300 50,000 15,000 0.1 3 15
‘Whether or not Ct is checke
RdRp gene(FAM/Green) 300 50,000 15,000 0.1 | d when setting Abs Quant/2n 3 15
d Derivative Max
IPC(Texas red/Red610/Orange) 100 20,000 5,000 0.1 3 15

Rev. Date : February 2022 54 | 54





