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cobas® SARS-CoV-2

Intended use

The cobast SARS-CoV-2 Nucleic acid test for use on the cobast Liatd System (cobasé SARS-CoV-2) is an automated real-time
RT-PCR assay intended for the rapid in vitro qualitative detection of nucleic acid from SARS-CoV-2 in self-collected anterior
nasal (nasal) swabs (collected in a healthcare setting with instruction by a healthcare provider) and healthcare provider-collected
nasopharyngeal, mid-turbinate and anterior nasal (nasal) swabs from either individuals suspected of COVID-19 by their
healthcare provider or from any individual, including individuals without symptoms or other reasons to suspect COVID-19.

Results are for the identification of SARS-CoV-2 nucleic acids. SARS-CoV-2 RNA is generally detectable in respiratory

specimens during the acyj@ghase of infection. Positive results are indicative of the presence of SARS-CoV-2 RNA.

Positive results do ng bacterial infection or co-infection with other viruses. Clinical correlation with patient

cobas® SARS-CoV-2 is inten
cobas® Liatd System.

Laboratories within the U.S. and its territories are regii i S-CoV-2 results to the appropriate public
health authorities.

In the U.S., cobast SARS-CoV-2 is only for use under the Food and ’s Emergency Use Authorization.

Summary and explanation of the test

Background

Coronavirus disease 2019 (COVID-19) is a respiratory illness caused by a novel ' Aged SARS-CoV-2
(severe acute respiratory syndrome coronavirus-2) by the World Health Organizatiotgh 2 88 declared a
public health emergency of international concern and is the first pandemic caused by corg & 19isa

potentially fatal infection that results in significant worldwide morbidity and mortality.®

Rapid and accurate diagnosis of COVID-19 infection is important in individuals suspected of a ré$pitatory infection or in
individuals who require screening for COVID-19 infection. The clinical manifestation of COVID-19 can range from
asymptomatic or mild “influenza-like” illness (such as fever, cough, shortness of breath, or myalgia) in a majority of
individuals to more severe and life-threatening disease.”” Rapid and accurate detection of SARS-CoV-2 can help to inform
time-critical medical decision-making, facilitate infection control efforts, promote efficient resourcing, optimize use of

targeted therapies and antimicrobials, and reduce ancillary testing or procedures.'"
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Explanation of the test

cobas® SARS-CoV -2 assay uses real-time reverse transcriptase polymerase chain reaction (RT-PCR) technology to rapidly
(approximately 20 minutes) detect SARS-CoV-2 virus from nasopharyngeal, mid-turbinate and nasal swabs. The
automation, small footprint, and easy-to-use interface of the cobas® Liat® System enable performance of this test to occur at
the POC or in a clinical laboratory setting.

Principles of the procedure

The cobas® SARS-CoV-2 assay is performed on the cobas® Liat® Analyzer which automates and integrates sample
pplification, and detection of the target sequence in biological samples using real-time RT-PCR
e ORF1 a/b non-structural region and structural nucleocapsid protein (N) gene that are

purification, nucleic acid

assays. The assay targe

09408738001-03EN
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cobas® SARS-CoV-2

Reagents and materials

The materials provided for cobas® SARS-CoV-2 can be found in Table 1 and Table 2. Reagent handling and storage can be
found in Table 3. Materials required, but not provided can be found in Table 4 and Table 5.

Refer to the Reagents and materials section and the Precautions and handling requirements section for the hazard
information for the product.

cobas® SARS-CoV-2 reagents and controls

cobas® SARS-§

Store at 2-8°C
20 tests (P/N 0940859219(
2 cobas® transfer pipette

Reagents in cobas® SARS-§
assay tube

Safety symbol and warning?

cobas® Liat® Internal Process

EUH210 Safety data sheet available on request.
Control

EUH208 Contains Mixture of: 5-chloro-2- methyl-
4-isothiazolin-3-one and 2-methyl-2H-isothiazol-
3-one (3:1). May produce an allergic reaction.

Proteinase K 100% Proteinase K
cobas® Liat® Magnetic Glass Magnetic Glass Particles N/A
Particles

09408738001-03EN
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cobas® SARS-CoV-2

cobas® SARS-CoV-2

Store at 2-8°C
20 tests (P/N 09408592190)

2 cobas® transfer pipette packs (12 pipettes/pack - P/N 9329676001) 1 Package Insert Barcode Card

Reagents in cobas® SARS-CoV-2
assay tube

Reagent ingredients

Safety symbol and warning?

cobas® Liat® Lysis Buffer

Citric acid, sodium phosphate,

42.6% guanidinium isothiocyanate®,
5% decaethylene glycol monododecyl
ether®, dithiothreitol

gy

DANGER

H302 + H332 Harmful if swallowed or if inhaled.
H314 Causes severe skin burns and eye damage.
H412 Harmful to aquatic life with long lasting
effects.

EUH032 Contact with acids liberates very toxic gas.
P261 Avoid breathing dust/fume/gas/mist/
vapours/spray.

P273 Avoid release to the environment.

P280 Wear protective gloves/protective clothing/
eye protection/face protection/hearing
protection.

P303 + P361 + P353 IF ON SKIN (or hair): Take
off immediately all contaminated clothing. Rinse
skin with water.

P304 + P340 + P310 IF INHALED: Remove

to fresh air and keep comfortable for
athing. Immediately call a POISON

cobas® Liat® Wash Buffer

Glycine, potassium fluoride,
0.01% ProClin® 300 preservative

cobas® Liat® Elution Buffer

Trehalose, tris buffer, magnesium
sulfate, bovine serum albumin,
0.01% ProClin® 300 preservative

4-isothiazolin-3-one and 2- yl-2H-isothiazol-
3-one (3:1). May produce an allergic reaction.
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cobas® SARS-CoV-2

cobas® SARS-CoV-2

Store at 2-8°C
20 tests (P/N 09408592190)

2 cobas® transfer pipette packs (12 pipettes/pack - P/N 9329676001) 1 Package Insert Barcode Card

Reagents in cobas® SARS-CoV-2
assay tube

Reagent ingredients

Safety symbol and warning?

cobas® Liat® SARS-CoV-2
Master Mix-1

Tween-80, tris buffer, trehalose,
potassium chloride, bovine serum
albumin, dATP, dCTP, dGTP, dUTP,
0.01% ProClin® 300 preservative,

< 0.001% Downstream SARS-CoV-2
and Internal Process Control primers

EUH210 Safety data sheet available on request.
EUH208 Contains Mixture of: 5-chloro-2- methyl-
4-isothiazolin-3-one and 2-methyl-2H-isothiazol-
3-one (3:1). May produce an allergic reaction.

cobas® Liat® SARS-Co
Master Mix-2

0, tween-20, tris buffer,

ptamer, 0.23%
ranscriptase

N/A

cobas® Liat® SARS-CoV-2
Master Mix-3

SARS-CoV-2 and |
probes, 0.004% Tad
polymerase, 0.01%
preservative

EUH210 Safety data sheet available on request.
EUH208 Contains Mixture of: 5-chloro-2- methyl-
4-isothiazolin-3-one and 2-methyl-2H-isothiazol-
3-one (3:1). May produce an allergic reaction.

* Product safety labeling primarily follows EU GHS guidance

Y Hazardous substance or mixture
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cobas® SARS-CoV-2

Table 2: cobas® SARS-CoV-2 Quality Control Kit

cobas® SARS-CoV-2 Quality Control Kit

Store at 2-8°C
(P/N 09408835190)
8 transfer pipettes

1 Control Kit Barcode Card

Kit components Reagent ingredients Quantity per kit Safety symbol and warning?®
cobas® SARS-CoV-2 Positive Tris buffer, EDTA, < 0.003% Poly rA 3X0.25 mL N/A

Control (synthetic), < 0.01% non-infectious plasmid

SARS-CoV-2 (+) C DNA (microbial) containing SARS-CoV-2

(P/N 09212078001) sequence, < 0.05% sodium azide

cobas® Diluti N/A
Dilution UTM (-) C
(P/N 08053669001)

3X03mL N/A

Reagents shall be stored and will be handled i le 3.

Do not freeze materials listed below. Do n: be packaging until operator is ready to perform testing.

Table 3: Reagent storage and handling

Reagent Storage Time

cobas® SARS-CoV-2 Stable until the expiration date indicated

cobas® SARS-CoV-2 Quality Control Kit ntil the expiration date indicated

09408738001-03EN
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cobas® SARS-CoV-2

Additional materials required

Table 4: Materials required but not provided

Specimen Collection Kit P/N

Nasopharyngeal Swab Collection Kits:

Flexible minitip FLOQSwab™ with Universal Transport Media™ (UTM®) from Copan Diagnostics 305C
OR
BD™ Universal Viral Transport (UVT) 3-mL collection kit with a flocked flexible minitip swab 220531

Nasal SwabCollection Kits;
Regular FLOQSwab™ vy al Transport Media™ (UTM®) from Copan Diagnostics, OR 306C
BD™ Universal Virg S 8-mL collection kit with a regular flocked swab, OR

Copan Universaidii@ { TM-RT®), without beads 220528
3C047N

Mid-Turbinate Swab Collg

Single Contoured Adult Stopper with 80mm Breakpoint in Peel Pouch - 56380CS01

Individually Packaged, Sterile ; m Copan Diagnostics,

R12565, R12566, R12567
R12550

R12555
R12563, R12568, R12569
R12622, R12591

Thermo Fisher™ Scientific Remel™
Thermo Fisher™ Scientific Remel™ M4
Thermo Fisher™ Scientific Remel™ M5
Thermo Fisher™ Scientific Remel™ M6
Thermo Fisher™ Scientific Remel™ M4RT® tube, without beg

Pre-aliquotted 3 mL 0.9% or 0.85% Physiological saline
Thomas Scientific MANTACC™ 0.9% Saline Solution, 3 mL in ack, or equivalent | 20A00K984
Millennium LifeSciences, Inc. Culture Media Concepts®, 3 mL

plastic tube (15 x 100 mm) V468-3
Note: If the viral transport media and saline listed in Table 4 are not available, i oderate andJ@ieh complexity laboratories only may
prepare and package equivalent 3 mL of physiological saline (0.9% or 0.85%) for use with Ensure standard laboratory practices

are followed.

*The use of Mid-Turbinate swab is considered acceptable for use; however; the performa blished with this specimen type.

Instrumentation and software required

The cobasf Liatd System Software is installed on the instrument(s).

Table 5: Equipment and software required but not provided

Equipment and Software

cobas® Liat® Analyzer (P/N 07341920190)
Including cobas® Liatd System Software (Core) Version 3.3 or higher

cobas® SARS CoV-2 Assay Script v1.0 or higher

Note: For additional information regarding the cobas Liat® Analyzer, please refer to the cobas Liat® System User Guide.

09408738001-03EN
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cobas® SARS-CoV-2

Precautions and handling requirements

Warnings and precautions

For in vitro diagnostic use.
In the United States:
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 certified under the Clinical Laboratory Improvement Amendments of
1988 (CLIA), 42 U.S.C. §263a, to perform moderate or high complexity tests. cobas® SARS-CoV-2 is also

of emergency use of in vitro diagnostics for detection and/or diagnosis of
(1) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1),

Before using the cobas® perator should carefully read Instructions For Use (IFU) and the cobas®
Liat® System User Guide.
Treat all biological specimens, includi ARS-CoV-2 assay tubes and transfer pipettes, as if capable of

transmitting infectious agents. It is hich specimens might be infectious; all biological

specimens should be treated with universal prec Qles for specimen handling are available from the U.S.
Centers for Disease Control and Prevention, C ory Standards Institute and World Health
Organization.”*"

Follow your institution’s safety procedures for wagllsi ith igll¥and handling biological samples.
Do not use a damaged cobas® SARS-CoV-2 assay tube:
Do not use a cobas® SARS-CoV-2 assay tube that has been
Do not open the cap of the cobas® SARS-CoV-2 assay t n on the cobas® Liat® Analyzer.
Ensure any additional labels are only placed on the back of the tub ide of the cap, do not place

labels over barcodes or over the top of the assay tube cap.
For additional warnings, precautions and procedures to reduce the risk i obas® Liat® Analyzer,
consult the cobas® Liat® System User Guide.
Dispose of a used cobas® SARS-CoV-2 assay tube, pipette and specimen tube ing fion’s safety
guidelines for hazardous material.
On request Safety Data Sheets (SDS) are available from your local Roche representa
Due to the high sensitivity of the assays run on the cobas® Liat® Analyzer, contaminatio
positive samples may cause false positive results. Handle samples according to standard laboratory practices. Clean

ork area with previous

instruments and surrounding surfaces according to instructions provided in the cleaning section of the cobas®
Liat® System User Guide. If spills occur on the cobas® Liat® Analyzer, follow the appropriate instructions in the
cobas® Liat® System User Guide to clean.

Specimen collection must be performed using the recommended swab types. Inadequate or inappropriate sample
collection, storage, and transport may yield incorrect or invalid test results. DO NOT use cotton or calcium alginate
swabs, or swabs with wood shafts.

09408738001-03EN
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cobas® SARS-CoV-2

When using pre-aliquotted 3 mL of sterile 0.9% or 0.85% physiological saline solution, ensure that the swab height is
appropriate for the collection and the score mark is not higher than the height of the collection tube.

Ensure there is no sign of leakage from the collection tube prior to running the test.

Use only the transfer pipettes contained in the cobas® SARS-CoV-2 assay pack and cobas® SARS-CoV-2 Quality
Control Kit. Use of alternative transfer pipettes may lead to invalid results.

Good laboratory practices and careful adherence to the procedures specified in this Instructions For Use document are
necessary. Wear laboratory gloves, laboratory coats, and eye protection when handling samples and reagents.
Gloves must be changed when taking transfer pipette out of the cobas® transfer pipette pack, between handling
samples, cobasd SARS-CoV-2 assay tube, and cobast SARS-CoV-2 Quality Control Kit to avoid contamination of
reagents and pip
After handlig

kit reagents, remove gloves and wash hands thoroughly.

09408738001-03EN
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cobas® SARS-CoV-2

Sample collection, transport, and storage

Note: Handle all samples and controls as if they are capable of transmitting infectious agents. Do not use cotton or calcium alginate
swab, or swab with wood shafts.

Sample collection

Collect specimen using a sterile flocked swab with a synthetic tip according to applicable manufacturer instructions
and/or standard collection technique using 3 mL of viral transport media or sterile 0.9% or 0.85% physiological saline.

the sample has been adde
4 hours.
Specimens collected in transport m | MA4RT, M5 and M6) may be stored up to 4 hours at room

transportation on dry ice) is required for specinii sportation beyond 72 hours prior to the specimen
being added to the assay tube for testing.

up to 72 hours at 2-8°C if immediate testing is not po

09408738001-03EN
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cobas® SARS-CoV-2

Instructions for use

Procedural notes

Do not use cobasd SARS-CoV -2 assay tube and cobasd SARS-CoV-2 Quality Control Kit after their expiry dates.
Do not reuse assay tubes and transfer pipettes. They are for one-time use only.
Refer to the cobasd Liatd System User Guide for detailed operation and routine cleaning of instruments.

Running cobas®

Use the transfer pipet pproximately 0.2 mL of the specimen into the cobasd SARS-CoV-2 assay tube. cobasd Liat®

Use transfer pipettes fro ipette pack included in the kit to handle specimens.

The test procedure is described in detail in ser Guide. Figure 1 below summarizes the procedure.

09408738001-03EN
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cobas® SARS-CoV-2

Test procedure

Figure 1:

cobas® SARS-CoV-2 procedure

“Lot Validation” workflow

1

Start up the system and login

Obtain Controls and assay tubes

Under “Assay” menu, choose “New Lot”

Scan the barcode g

e Package Insert ID Barcode card

2
3
4
5
6

cobas® SARS Cc

1] |
[2 ] |
EN |
Lo | |
| 5 | Scan or enter sample ID |

6 Add specimen to cobas” SARS-CoV-2

the tube

| 7 | Re-scan cobas® SARS-CoV-2 assay tube barcode
| 8 | Start run
| 9 | Review results*

10 | Unload and dispose used cobas” SARS-CoV-2 assay tube

* Refer to cobas’ Liat’ System User Guide for details of result uploading to L
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cobas® SARS-CoV-2

cobas® SARS-CoV-2 assay tube Lot Validation

Before using a new lot of cobasl SARS-CoV-2 assay tubes, a Lot Validation procedure must be performed on the cobast Liat®
Analyzer to validate the cobasé SARS-CoV-2 assay tube lot at your site. The procedure includes running a Negative Control
sample and a Positive Control sample.

Note: Refer to the cobast Liat® System User Guide for detailed operating instructions.

Materials needed for Lot Validation

The following materials arg

ate Negative Control: Materials needed to validate Positive Control:

o 1 Dilution UTM-RT R o 1 cobast SARS-CoV-2 Positive Control tube?

o 1 cobas® SARS-Co 0 1 cobasd SARS-CoV-2 assay tubes from this lot'

o 1 transfer pipette’' o 1 transfer pipette'

0 Package Insert Barcode card' 0 Positive Control Barcode on the Control Kit Barcode Card*

O Negative Control Barcode on the Contr

! Contained in cobas® SARS-CoV-2 assay tube Kit and cobas® SAR i rol Kit
Package Insert ID Barcode Card: This barcode is lot-sp@ific; match the Ig
cobas® SARS-CoV-2 assay tubes.

% Contained in cobas® SARS-CoV-2 Quality Control Kit

mbergext to the barcode with the lot number on the

Note: Following Figure 2,
Match the lot number (L/N) of the Dilution UTM tube label t > he Negative Control

Match the lot number (L/N) of the Positive Control tube label for coba umber ([e7) of
the Positive Control Barcode Label on the Control Kit Barcode Card as shO%Wn i Positive

09408738001-03EN
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cobas® SARS-CoV-2

Figure 2: Schematic diagram for illustrating Negative Control tube, Positive Control tube and Control Kit Barcode Card
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Control Kit Barcode Card

Assay tube Lot Validation wor
1. Press the power on/off button to start the cobas’
2. Select “Login” on the screen of the cobas® Liat®
3. Enter user name when prompted, select “OK”.
4. Enter user password when prompted, select “OK”.
Note: You may be prompted to confirm you have read the User M iat® System User Guide).
5. Select “Assay Menu” on the main menu of a cobasf Liat® Analyzer
6. Select “New Lot” at the bottom of the list.

7. When prompted to Scan the Insert ID, select “Scan” and scan the cobas? ert ID Barcode
card. Ensure that the red scan light is over the entire barcode.

Note: You may be prompted to confirm you have read Instructions For Use.

8. When prompted to scan the Negative Control ID, select “Scan” and scan the Negative Barcode card

included with the control kit. Ensure that the red scan light is over the entire barcode. Next, the cobas® Liat® Analyzer
will prompt with the message “Add negative control & scan tube ID”.

9. Hold a tube of Negative Control upright and lightly tap on a flat surface to collect liquid at the bottom of the tube.
Visually check that the Dilution UTM has pooled at the bottom of the tube.

10. Open up a cobas® SARS-CoV-2 assay tube foil pouch (from the lot to be added) and remove the contents.

09408738001-03EN
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cobas® SARS-CoV-2

11. Use the transfer pipette provided in either the cobas® SARS-CoV-2 Kit or QC Kit the pouch to add the Negative
Control to the cobasd SARS-CoV-2 assay tube. Firmly squeeze the bulb of the pipette until the bulb is fully flat, then
insert the tip of the pipette into the liquid and draw up the sample by slowly releasing the bulb.

Note: Only use the transfer pipette provided in either the cobasd SARS-CoV-2 Kit or QC Kit to transfer controls and
samples into the cobast SARS-CoV-2 assay tube.

12. Carefully remove the cap of the cobasé SARS-CoV-2 assay tube and insert the pipette into the opening. Place the
pipette tip near the bottom of the open segment.

b to empty the contents of the pipette into the cobast SARS-CoV-2 assay tube. Avoid creating
ot release the pipette bulb while the pipette is still in the cobasd SARS-CoV-2 assay tube.

13. Slowly squeeze the b
bubbles in the sarg

Note: Do not g

ash SARS-CoV-2 assay tube or the seal at the bottom of the sample compartment. If
ged, discard both the cobas? SARS-CoV-2 assay tube and the transfer pipette, and

Analyzer will close the door automatically and begin the test.

18. During the test, the cobas? Liat” Analyzer displays the runn¥hg stat i ime remaining. Once the test is
complete, the cobas? Liat™ displays the message, “Remove tube slo : opens the tube entry door
automatically. Slowly lift the cobas® SARS-CoV-2 assay tube out o r. Dispose of the used
cobas? SARS-CoV-2 assay tube as biohazardous material.

19. If “Negative control result accepted.” is displayed at the end of the run, se " 4 It is rejected,
repeat the negative control run (steps 8-19). If repeated control runs do not producgi€ Its, contact
your local Roche representative.

20. Select “Back” to proceed with the cobas® SARS-CoV-2 Positive Control test on the sam®@
21. Similarly, follow steps 8 to 18 with a cobas” SARS-CoV-2 Positive Control in place of the cobas® Liat® Negative Control.

22. If “Positive Control Result Accepted. Lot ... added” is displayed at the end of the run, select “OK” and then select
“Back” to return to Main menu. If the result is rejected, repeat the cobas® Liat® SARS-CoV-2 Positive Control test. If
repeated control runs do not produce the expected results, contact your local Roche representative.

23. Select “Assay Menu” to verify the new lot has been added.

09408738001-03EN
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cobas® SARS-CoV-2

Transferring assay tube lot information

After Lot Validation workflow is completed on one Analyzer, use the Advanced Tools to transfer the lot information to the
other Analyzers at your site. This allows the other Analyzers to use this cobas® SARS-CoV-2 assay tube lot without
performing Lot Validation on each Analyzer. Consult the software specific Advanced Tools guide for details of operation.

cobas® SARS-CoV-2 on clinical specimens testing

Material needed for running cobas® SARS-CoV-2
cobas® SARS-Co

say foil pouch which includes the cobas® SARS-CoV-2 assay tube

3. Enter user name when pr
4. Enter user password when prompted,

Note: You may be prompted to confir er Manual (i.e., cobast Liat System User Guide).

5. From the Main Menu, select “Run Assay”.

6. Open up a cobas® SARS-CoV-2 assay tube poudill  assay tube. When prompted to scan Liat Tube 1D,
select “Scan” and place the SARS-CoV-2 assay tiige horizong table beneath the barcode reader so that the
red scan light is over the entire barcode.

7. When prompted to scan the sample ID, select “Scan” to sc le barcode. In the case that the sample cannot
be scanned, select “Enter” to manually enter the sample ID.

a. Note: If patient verification is activated, the Analyzer w

i. If patient verification is successful, the Analyzer m firmatiogeof entered information
before proceeding with running the assay.

ii. If patient verification fails, the Analyzer may display a no i ifica¥@n failed:

8. When prompted to add the sample, use the transfer pipette provided in the assay kit to transter specimen. Firmly
squeeze the bulb of the pipette until the bulb is fully flat, then insert the tip of the pipette into the liquid and draw up
the sample by slowly releasing the bulb.

9. Carefully remove one transfer pipette from the cobas® transfer pipette pack and avoid touching other pipettes in the
pack. Re-seal the pack.

10. Carefully remove the cap of the cobas® SARS-CoV-2 assay tube and insert the pipette into the opening. Place the
pipette tip near the bottom of the open segment.
09408738001-03EN
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cobas® SARS-CoV-2

11. Slowly squeeze the bulb to empty the contents of the pipette into the cobas® SARS-CoV-2 assay tube. Do not release
the pipette bulb while the pipette is still in the cobas® SARS-CoV-2 assay tube.

Note: Do not puncture the cobasd SARS-CoV-2 assay tube or the seal at the bottom of the sample compartment. If
either of these are damaged, discard both the cobasd SARS-CoV-2 assay tube and the transfer pipette, and restart the
testing procedure with a new cobas SARS-CoV-2 assay tube and pipette.

12. Re-cap the cobas® SARS-CoV-2 assay tube and dispose of the transfer pipette as biohazardous material.
Note: Avoid contaminating gloves, equipment and work surfaces with the residual contents of the pipette.

the same cobas® SARS-CoV-2 assay tube barcode. The tube entry door on top of the cobas’

13. Select “Scan” and re

door closes, re-scan the cobas® SARS-CoV-2 assay tube barcode and
in. Once the cobas® SARS-CoV-2 assay tube is properly inserted, the

18. Select “Back”, and then “Main” to return to the main menu t test.

09408738001-03EN
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cobas® SARS-CoV-2

Performing additional control runs

In accordance with local, state, federal and/or accrediting organization requirements, additional control runs may be
performed with a lot of cobas® SARS-CoV-2 assay tubes that has already been added through the “Lot Validation” workflow.
Use the cobas' SARS-CoV-2 Quality Control Kit for use on the cobas® Liat” System to conduct these runs.

Materials needed for additional control runs

cobas® SARS-CoV-2 assay tubes
1 Transfer pipette
cobas® Liat' SARSSPIR? Positive Control and/or Negative Control

Correspondjg@arcodeS@u the cobas® SARS-CoV-2 Positive Control and/or the Negative Control

Use the procedure outli
control runs. In step 7, |

erpretation of results” section (Table 6 through Table 8). Using barcodes
to incorrect control results.

09408738001-03EN
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Results

Quality control and interpretation of results

Table 6: Interpretation of results of cobas® SARS-CoV-2 when running “Lot Validation” procedure

cobas” Liat” Analyzer Display

Interpretation

Negative Control Valid

Negative Control Valid
Control is negative for the presence of SARS-CoV-2 RNA.

Negative Control Invalid.
Repeat Run

Negative Control Invalid
esult is Invalid. The Negative Control should be re-tested to obtain valid result. Repeat Run.

Positive Control

Positive Control Invalid.
Repeat Run

Note: If the repeated run is still i

itive Control Valid
ositive for the presence of SARS-CoV-2 RNA.

Interpretation

SARS-CoV-2

SARS-CoV-2 Not Detect

ative test for SARS-CoV-2
oV-2 RNA detected)

SARS-CoV-2 Detected

Assay Invalid

ce of SARS-CoV-2 cannot be determined. Repeat assay
i@ ssible, collect new sample for testing.

[Error]. Assay Aborted by System

09408738001-03EN

Doc Rev. 3.0

22



cobas® SARS-CoV-2

Table 8: Interpretation of results when running additional controls after following “Lot Validation” procedure

Positive control

cobas” Liat” Analyzer Display

Interpretation

Positive Control Valid

Positive Control Valid
Control is positive for the presence of SARS-CoV-2 RNA.

Positive Control Invalid

Positive Control Invalid
Result is Invalid.
The Positive Control should be re-tested to obtain valid result. Repeat Run.

Note: If the repeated run is still igaalid, contact your local Roche representative.

Negative control

cobas® Liat® Al

Interpretation

Procedural limitati®ns

cobas® SARS-CoV-2 test has been e

solution or Millennium LifeSciences, Inc. Culture Media Concepts
other sample or media types may lead to inaccurate results.

established. When using physiological saline solution, ensure that the collection tube
swab such that the score mark on the swab is not higher than the height of the tube.

ded that, prior to switching from one technology to

geal, mid-turbinate and nasal
ical Transport System (UVT) or

0 approprij

ptory g8 qualify technology differences. One hundred

bns has not been
eight for the

As with other tests, negative results do not preclude SARS-CoV-2 infection and should not be used as the sole basis for
treatment or other patient management decisions.

False negative results may occur if a specimen is improperly collected, transported or handled, if there is insufficient

RNA to be detected, or if one or more target viruses inhibits amplification of other targets.

Invalid results may be obtained if there is insufficient sample volume or if the specimen contains inhibitory substances

that prevent nucleic acid target extraction and/or amplification and detection.

09408738001-03EN
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Mutations within the target regions of cobasd SARS-CoV-2 could affect primer and/or probe binding that results in
failure to detect the presence of virus.

False negative or invalid results may occur due to interference. The Internal Control is included in cobasé SARS-CoV-2 to
help identify the specimens containing substances that may interfere with nucleic acid isolation and PCR amplification.
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

Conditions Athorization for the Laboratory

The cobas? S A8 acid test for use on the cobasd Liat System Letter of Authorization, along with the
authorized I8
on the FDA website:
https://www.fda.gov@lfedi i irus-disease-2019-covid-19-emergency-use-authorizations-medical-

gbange over time.

oviders, the authorized Fact Sheet for Patients, and authorized labeling are available

Under exigent circumstances, other ethods for disseminating these Fact Sheets may be used, which may
include mass media.
Authorized laboratories using cobast SARS-Co
labeling. Deviations from the authorized proce i i e authorized instruments, authorized extraction

methods, authorized clinical specimen types, a i s, authorized other ancillary reagents and

Authorized laboratories using cobasé SARS-CoV-2 must have a pr i rting test results to healthcare
providers and relevant public health authorities, as appropriate.

negative results and significant deviations from the established performance ¢ risti #ARS-CoV-2 of
which they become aware.

processes and instruments used in the cobasd SARS-CoV-2 and use appropriate laborato
equipment when handling this kit, and use cobast SARS-CoV-2 in accordance with the authorized labeling.
Roche, authorized distributors, and authorized laboratories using cobasd SARS-CoV-2 must ensure that any records

M personal protective

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 CLIA, to perform moderate or high complexity tests and
use at the Point of Care (POC), i.e., in patient care settings operating under a CLIA Certificate of Waiver, Certificate of
Compliance, or Certificate of Accreditation” as “authorized laboratories.”

09408738001-03EN
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Non-clinical performance — SARS-CoV-2
Key performance characteristics

Analytical sensitivity

Limit of detection (LoD) studies determine the lowest detectable concentration of SARS-CoV-2 at which greater or equal to
95% of all (true positive) replicates test positive.

To determine the LoD for SARS-CoV-2, a heat inactivated cultured virus of an isolate from a US patient (USA-WA1/2020,
lot number 324047, Zeptg
concentration levels estoq@with 20 replicates except for the highest concentration level, which was tested with 10 replicates.

trix, NY, USA) was serially diluted in pooled negative nasopharyngeal swab matrix . Five

Three lots of assa ately equal numbers of replicates per lot) and two independent dilution series (equal

Beries) were used in the study.

As shown in Table 9, the level with observed hit rates greater than or equal to 95% was 0.012
TCIDso/mL (12 copies/
Table 9: LoD determination u
Strain Conc_e ntratlo? Total valid Hit rate [%] Mean Ct**
[copies/mL] results
0.048 49 10 100 33.0
0.02 20 100 33.6
USA-WA1/2020
(stock concentration 0.012 12 20 95 34.7
3.16E+06 TCIDso/mL)
0.006 6 20 90 35.4
0.003 20 55 355
*Concentration of each viral stock in copies/mL was quantified using Reverse t iptaseligita with target specific PCR primers and probe

sets designed to amplify SARS-CoV-2.

**Calculations only include positive results.

Reactivity/inclusivity

both target regions simultaneously. All sequences are predicted to be detected by at least one of the two targets designs.

Also included in the assessment are sequences from the variants reported in the UK (B.1.1.7), South African (B.1.351),
Brazil/Japan (B.1.1.248,), USA-California (B.1.427, B.1.429), USA-Ohio (B.1.1 ), USA-NY (B.1.526, B.1.526.1) and India
(B.1.617, B.1.618) lineages. The rising number of mutations in the Spike gene does not affect cobast SARS-CoV?2 test as this

gene is not used as a target region of this test.

09408738001-03EN
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Table 10: In silico inclusivity analysis of SARS-CoV-2

Target ORF1ab N gene Orf1ab and N gene
Database NCBI GISAID NCBI GISAID Database NCBI
Number of

120,700 | 100% | 1,072,158 | 100% | 120,700 | 100% | 1,072,158 | 100% | 120700 | 100% | 1,072,158 | 100%
Sequences
Sequences 993 | 082% | 8079 | 0750 | 4353 | 361% | 33306 | 3.11% 33 | 003% | 317 0.03%
with mutation
Predicted no 1 0.00% 2% 0.00% 1M1 | 001% 90 0.01% 0 0.00% 0 0.00%
detection

Cross reactivity

The in silico anajgs oss reactions with all the organisms listed in Table 11 was conducted by mapping binding

regions of the p¥
silico analysis revealed o
SARS-coronavirus). Wellesti in nasopharyngeal swab matrix with SARS-coronavirus (SARS-CoV-1)

Other high priority pathogens from the
same genetic family

High priority organisms likely in the
circulating area

Human coronavirus 229E

Human coronavirus OC43

Human coronavirus HKU1

Human coronavirus NL63
SARS-coronavirus (SARS-CoV-1)
MERS-coronavirus Enterovirus (e.g,

Influenza

Rhinovirus

Chlamydia pneumoniae

Haemophilus influenzae

Legionella pneumophila

Mycobacterium tuberculosis

Streptococcus pneumoniae

Streptococcus pyogenes

Bordetella pertussis

Mycoplasma pneumoniae

Pneumocystis jirovecii (PJP)

Candida albicans

Pseudomonas aeruginosa

Staphylococcus epidermidis

Streptococcus salivarius

09408738001-03EN
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Clinical performance evaluation

The clinical performance of cobasd SARS-CoV -2 test was separately evaluated using clinical samples from two testing
populations: 1) individuals suspected of COVID-19, and 2) asymptomatic individuals being screened for COVID-19.
Clinical evaluation using specimens from individuals suspected of COVID-19

The clinical performance of cobasd SARS-CoV-2 test for the detection of SARS-CoV-2 was evaluated using a total of 230
nasopharyngeal clinical samples collected in UTM from individuals with suspected of having a COVID-19 infection, including

agreement (NP
specimens (5 positives b
positive specimens at orj

Table 12:Clinical performance i EUA molecular assay in individuals suspected of COVID-19

Comparator Method

Negative

Positive
cobas® SARS-CoV-2 on
cobas® Liat® System _
Negative
PPA 96.1% (95% Cl: 89.0%
NPA 96.8% (95% Cl: 92.6% - 98.

09408738001-03EN
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Clinical evaluation using specimens from asymptomatic individuals being screened
for COVID-19

The clinical performance of cobasd SARS-CoV-2 test for the detection of SARS-CoV-2 was evaluated using a total of 207
nasopharyngeal clinical samples collected in saline from asymptomatic individuals presenting to a single testing facility for
COVID-19 screening. Testing of clinical samples was performed with cobas SARS-CoV-2 test and a highly sensitive EUA
molecular assay that has been FDA authorized for COVID-19 screening.

As shown in Table 13, the results demonstrated 100% positive agreement with lower bound of the two-sided 95% confidence
interval of 84.5%; 98.9% nglative agreement with lower bound of the two-sided 95% confidence interval of 96.2% against the

comparator assay.

Table 13:Clinical pe son with comparator EUA molecular assay in asymptomatic individuals being screened for COVID-19

Comparator Method

Positive Negative

21 2

cobas® SARS-CoV-2 on
cobas® Liat® System

Negative

PPA
NPA

09408738001-03EN
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Failure codes

The result report may contain failure codes as described in Table 14, depending on potential run failures. For any questions,

please contact your Roche Service representative.

Table 14: Failure codes and definitions

Failure Code Summary

Failure Codes Sample Negative Control Positive Control

go*

g1

IPC out of range. Repeat run. IPC out of range. Repeat run.

g2

N/A N/A

= N/A CoV-2 target out of range. N/A
Repeat run.

r1

r2 SARS-CoV-2 target out of range.

e

N/A
r3

r4
Note: * Failure code g0 does not appear for Positive Control

09408738001-03EN
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Additional information

Key test features

Sample type

Minimum amount of sample required

Test duration

09408738001-03EN

Nasopharyngeal, Mid-turbinate and Nasal swab samples collected in the Copan
UTM-RT System or the BD™ UVT System or Thermo Fischer™ Remel (M4®, M4RT®,
M5®, M6®), and premeasured 3 mL 0.9% or 0.85% physiological saline.

Approximately 0.2 mL

Results are available within approximately 20 minutes after loading the sample
on the instrument.
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Symbols

The following symbols are used in labeling for Roche PCR diagnostic products.

Table 15: Symbols used in labeling for Roche PCR diagnostics products

Age/DOB| Age or Date of Birth

Ancillary Software
SW

T - Assigned Rag
L]
Assigned Range [copies/ml] (copies/

|EC|REP]

Authorized
the Europe

1] 1)

LOT Batch code
(‘S-% Biological risks

Catalogue number

with the applicable

m [

of an in vitro diagnostic
medical device

Collect Date| Collect date

Consult instructions
for use

Contains sufficient
for <n> tests

Content of kit

CONTROL | Control

Date of manufacture

Device for
near-patient testing

Device for self-testing

3E1IE@@

09408738001-03EN

CE marking of conformity;
this device is in conformity

requirements for CE marking

Q5 IU per PCR reaction,

use the QS International
as |UfPCR Units (IU) per PCR reaction

in calculation of

the results.

Device not for
near-patient testing
Device not for
self-testing

> Distributor
Fﬂ" (ot: The applicable Serial number
m county/region may be

designated beneath the symbol)

® Do not re-use
9 Female

v

Site

Standard Procedure

For WD performance
evaluation only

Sterilized using
STERILE E ethylene oxide
Global Trade ltem Number Store in dark

Temperature limit

Test Definition File

Q< @

This way up

Ultrasensitive Procedure

e Device ldentifier

Mon-sterile

*? Patient Name

*# Patient number

4
% Peel here
<«

Positive control

QS copies per PCR
- reaction, use the 0S copies
as coplesz‘PCR per PCR reaction in

calculation of the results.
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Technical support

For technical support (assistance) please reach out to your local affiliate:
https://www.roche.com/about/business/roche_worldwide.htm

Manufacturer and distributor

Table 16: Manufacturer and distributor

Roche Molecular Systems, Inc.
1080 US Highway 202 South

Distributed by

Trademarks and patents

This product is covered by US Patent Nos. 67, 678(Q
7718421, 8936933, 9708599, and 10443050, and foreigy

, 6964862, 7935504, 8148116, 9662652, 7337072,
®hts owned by Roche.

COBAS and LIAT are trademarks of Roche.
ProClin® is a registered trademark of Rohm and Haas C38
All other product names and trademarks are the property of their r

See http://www.roche-diagnostics.us/patents

Copyright
©2022 Roche Molecular Systems, Inc.

[1VD]
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Document revision

Document Revision Information

Doc Rev. 2.0 Updated to address additional conditions of EUA authorization set forth by FDA.
04/2022 Updated the harmonized symbol page.

Updated distributors addresses.

Updated Trademarks and patents section.

Please contact your local Roche Representative if you have any questions.

Doc Rev. 3.0 Update transfer pipettes included in cobas® SARS-CoV-2 kit to cobas® transfer pipette
08/2022 packs (P/N 9329676001)

dated Trademarks and patents section.
e contact your local Roche Representative if you have any questions.
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Quick Reference Instructions

cobas® SARS-CoV-2 cobas

Nucleic acid test for use on the cobas® Liat® System

For use under the Emergency Use Authorization (EUA) only

IVD
Rx only
In the United States:

e This producthas notbeen FDA cleared or approved buthas been authorized for emergency use by FDA under an
EUA foruseby authorized laboratories certified under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), 42 U.S.C. 88634, to perform moderate or high complexity tests. cobas® SARS-CoV-2 is alsoauthorized for
use at the Poip (POCQ), i.e., in patient care settings operating under a CLIA Certificate of Waiver, Certificate
of Compliag Wliicate of Accreditation.

e Thisp orized only for the detection of nucleic acid from SARS-CoV-2, not for any other viruses
or pathogens.

e Theemergenc ly authorized for the duration of the declaration that circumstances exist
justifyingthea mergencyguse of in vitro diagnostics for detection and/or diagnosis of COVID-19
under Section 564 d, Drug, and Cosmetic Act, 21 U.S.C§ 360bbb-3(b)(1), unlessthe
declarationis termin i revoked sooner.

(1] Read the cobas® SARS-CoV-2 instjilicti se from the Package Insertand the cobas® Liat® System

User Guide for Intended Use, complet
before proceeding with the test.

interpretation and furtherassay information

Specimen Collection into Transport Media

Collect specimen using a sterile flocked swab with
manufacturer instructionsand/or standard collection tec
or premeasured 3 mL physiological saline solution (0.859
canbe found in the cobas® SARS-CoV-2 Package Insert.
turbinate and nasal swab specimens.

cobas® SARS-CoV-2 test procedure for clinical specimens
Obtain the following materials:

o 1 cobas® SARS-CoV-2 assay tube in foil pouch

o 1 transfer pipette

01 specimen in collection media tube

09341536001-01EN
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From the Main menu, choose Run Assay and choose
the Select button. Then Scanthe assay tube barcode.

Step 2:
Scanthe sag on specimen collection media
tube bar Enter to enter the ID

required to co
information, c

Firmly squeeze the bulb of the transfer pipette,
lower it intotheliquid in the specimen collection
media tube and release the bulbtodraw up the
sample. Slowly transfer the sample intothe assay
tube, by squeezing the bulb and then recap the
assay tube.

Note: Do not puncturethe assay tube or theseal at
the bottom of the sample compartment

Turn and remove the assay tube sleeve and then
insertthe assay tube intothe analyzer tube entry
door. Processing begins automatically.

09408827001-01EN

* Main - USER1

Run Assay
Assay Menu
Results
Tools

Settings
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When the assay runis complete, remove and
discard the assay tube.

. * Assay: COVA - USERI1

report. Assay Liat SARS-CoV-2 (COVA)

Use
Toreturntothe ) ckandthen Date/Time 2021-06-12, 04:27:50 PM
choose the Main S——— PRIANLY

Report resuit

Run status oK

* Assay: COVA - USERL
Result report
Assay Liat SARS-CoV-2 (COVA)

Use
Date/Time 2021-06-12, 04:27:50 PM

Sample ID PS20200113
Report result

Run status oK

09408827001-01EN
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Table 1: Interpretation of results of cobas® SARS-CoV-2 when runninga sample

Result Report Interpretation

Negative test for SARS-CoV-2
SARS-CoV-2 Not Detected
(no SARS-CoV-2 RNA detected)

SARS-CoV-2
Positive test for SARS-CoV-2
SARS-CoV-2 Detected
(SARS-CoV-2 RNA present)
Presence or absence of SARS-CoV-2 cannot be determined. Repeat
Assay Invalid assay with same sample or, if possible, collect new sample for

testing.

Run failed or aborted by system. Repeat assay with same sample

[Error]. Assay Aboaf@d by System

or, if possible, collect new sample for testing.

From cobas® SARS-CoV- From cobas® SARS-CoV-2 Quality Control Kit:
o1 Dilution UTM tube

cobas® SARS-CoV-2 Positive Control tube

02 cobas® SARS-CoV-2 assay tu

0 2 transfer pipettes

o Package Insert Barcode card cative/Positive Control Barcode card

Add Lot Negative and Positive Control

Ste L 1: USER - Main > USER - Assay Menu
Assay Lotk Validated Expiration Days leRt
From the Main menu, select Assay Menu. From '

the Assay Menu, select [New Lot].

“ogout  Select

Select Scan, and scan the Package Insert
barcode from the Package Insert Barcode
Card.

Note: You may be prompted to confirm thatyou ‘
have read the PackageInsert, i.e, Instruction For ‘ &
Use. &

09408827001-01EN
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Checkthatthelot number on the Control Kit
Barcode Card matches the control tube lot
number.

Select Scanand scan the Negative Control barcode
from the Control Kit Barcode Card

Firmly squeeze the
lower it intotheliq

intothe assay tube, by s
thenrecap the assay tube.

Note: Do not puncturethe assay tube orjlfe sea
at the bottom of the sample compart

Select Scan, and scan the assay tube barcode.

Step 6:
Turn and remove the assay tube sleeve and insert

the assay tube into the analyzer tube entry door.
Processing begins automatically.

09408827001-01EN
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Step 7:
* Add Lot COVA - USER1

Once the Negative Control resultisaccepted,
choose Confirm. Then, remove and discard the e
assay tube. Select Backand repeat Steps 3-7 for 00

the Positive Control.

Negative control result accepted.
Run the positve control to complete the Add lot

process.

Note: In Step 3, Scanthe Positive Control barcode
from the Control Kit Barcode Card.

Positive control result accepted.
Lot 91026A added. You can start using this lot

representative.

09408827001-01EN
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Warnings and Precautions
Treat all biological specimens with universal precautions, including used
cobas® Liat® tubes and pipettes.

Follow your institution’s safety procedures for working with chemicals
and handling biological samples.

Document Information Software version 3.3 or higher
P/N: 0940882700

Technical supr

yce) please reach out to your local affiliate:
t/business/roche_worldwide.htm

Trademarks a
http://www.roch

Rx Only IVD

Emergency Use Authorization (EUA)

Made in USA

Roche Diagnostics Roche Diagnostics GmbH
D 9115 Hague Road ofer Strasse 116

Indianapolis, IN46250-0457 USA 05 Mannheim

(For Technical Assistance call the Roche
Response Center toll-free: 1-800-800-5973)

©2021 Roche Molecular Systems, Inc.
COBAS and LIAT are trademarks of Roche.
All other product names and trademarks are the property of their respec

09408827001-01EN
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Rx Only

ly: Emergency Use Authorization
rapproveq, but has been authorilzed for emergency use by FDA under an EUA

this product is only authorized for the duration of the declaration that

ney use of in vitro diagnostics for detection and/or diagnosis of COVID-19

ct, 21 U.S.C § 360bbb-3(b)(1), unless the declaration is terminated
evoked sooner.

I'ajout de lots. Ne pas jeter./ Questa scheda &
tiliza en el procedimiento para afiadir lotes.
ette kort er til brug ved tilfgjelse af lot.
nya loter. Kasta inte bort det./

richiesta durante I'aggiunta di un lotto. Non gettarla via.
No la tire./ Este cartdo € para efeitos de adi¢éo de lotes.
Det ma ikke bortskaffes./ Du behéver det har kortet nar

Deze kaart is bedoeld ten behoeve van Pa

ICOVA3501622A00000000000L
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A
@ website: http://e-labdoc.roche.com
Please contact your local Rocle representative at 1-800-800-5973 if you require a printed copy free of charge or
need technical support to e package insert.

Non-USA & Australia:

E:ﬂ website: http://e-labdoc.rochi.
Please contact your local iligie if you require a printed copy free of charge or need

kostenfreien Ausdruck oder technis®he U
votre société Roche locale pour obtenir u

fur den Zugriff auf die Packungsbeilage./ Veuillez contacter
papier gratuit ou une assistance technique pour accéder a la
notice./ Contattare il rappresentante Roc (toRere gratuitamente una copia stampata o richiedere
istruzioni per reperire il foglio illustrativo./ Pénga to con su filial local de Roche si necesita una copia
impresa gratuna 0 ayuda deI serV|C|o técnico pa accede tin técnico./ Se desejar uma cdpia impressa gratuita
ig#Tmativo, entre em contacto com o representante local
ratis skriftlig kopi eller har brug for teknisk

nt om du vill ha en pappersversion

da Roche./ Kontakt den lokale Roche-repraesentant, hws
support for at fa adgang til indleegssedlen./ Kontakta di
kostnadsfritt eller om du behdver teknisk support for att kom

Roche Diagnostics GmbH
EC|REP Sandhofer Str. 116 c €
68305 Mannheim

Germany

Roche Molecular Systems, Inc.
1080 US Highway 202 South
Branchburg, NJ 08876 USA




cobas® SARS-CoV-2 IVD
Quality Control Kit

Rx Only

For USA Only: Emergency Use Authorization

This card is for control kit purposes. Do not throw away./ Diese Karte wird
fur das Kontrollkit benétigt. Nicht entsorgen./ Cette carte est nécessaire pour le kit de
controles. Ne pas jeter./ Questa scheda accompagna il kit di controlli. Non gettarla via./
Esta tarjeta es necesaria para el kit de control. No la tire./ Este cartdo é necessario para
o kit do controlo. N&o deitar fora./ Dette kort er beregnet til kontrolkittet. Det méa ikke
bortskaffes./ Det a@gkortet behovs for kontrollkitet. Kasta inte bort det./ Deze kaart is
bedoeld ten bejgf8 gn de controleset. Niet weggooien.

Non-USA
website: http://e-labdoc.rochef@om
I:Iﬂ Method Sheet Catalog No.: 09408835190

Australia
o1 Website: http://e-labdoc.roche.com
Eﬂ Method Sheet Catalog No.: 09408835190 Do@fRev. 1

Joc Rev. 2.0

Please contact your local Roche representative if you
of charge or need technical support to access the packag
zusténdigen Roche-Vertretung erhalten Sie einen kostenfreien AusdrUS L
Unterstltzung fiir den Zugriff auf die Packungsbeilage./ Veuillez contacte™¥8tre représentant
Roche local pour obtenir un exemplaire papier gratuit ou une assistance technique pour accéder
a la notice./ Contattare il rappresentante Roche locale per ottenere gratuitamente una copia
stampata o richiedere istruzioni per reperire il foglio illustrativo./ P6ngase en contacto con su
representante local de Roche si necesita una copia impresa gratuita o ayuda del servicio técnico
para acceder al boletin técnico./ Se desejar uma copia impressa gratuita ou necessitar de
assisténcia técnica para aceder ao folheto informativo, entre em contacto com o representante
local da Roche./ Kontakt den lokale Roche-repraesentant, hvis du gnsker en gratis skriftlig kopi
eller har brug for teknisk support for at fa adgang til indleegssedlen./ Kontakta din Roche-repre-
sentant om du vill ha en pappersversion kostnadsfritt eller om du behdver teknisk support for att
komma &t bipacksedeln./ Neem contact op met uw lokale Roche-vertegenwoordiger indien u
een gratis gedrukt exemplaar nodig heeft, of technische ondersteuning nodig heeft om toegang
te krijgen tot de bijsluiter.

Roche Molecular Systems, Inc.
M 1080 US Highway 202 South
Branchburg, NJ 08876 USA 09408703001-XX

d prmt l copy free



CHYHYYIYIUYHYTZISOITYAOD

T

T
Z-N\0)-SHVYS ESe09 - aposieg [0QU0Y) dANISOd

J041NOD

Negative Control Barcode-cohbas® SARS-CoV-2

(L IR

NCOVA160562 2ARRRRRRRRRRRX

[CONTROL ||
[of] T12345




	ART9408738001EN .pdf
	Intended use
	Summary and explanation of the test
	Reagents and materials
	cobas® SARS-CoV-2 reagents and controls
	Reagent storage and handling
	Additional materials required
	Instrumentation and software required

	Precautions and handling requirements
	Warnings and precautions

	Sample collection, transport, and storage
	Sample collection
	Transport and storage

	Instructions for use
	Procedural notes
	Running cobas® SARS-CoV-2
	Test procedure
	cobas® SARS-CoV-2 assay tube Lot Validation
	Materials needed for Lot Validation
	Assay tube Lot Validation workflow
	Performing additional control runs


	Results
	Quality control and interpretation of results

	Procedural limitations
	Conditions of Authorization for the Laboratory
	Non-clinical performance – SARS-CoV-2
	Clinical performance evaluation
	Clinical evaluation using specimens from individuals suspected of COVID-19
	Clinical evaluation using specimens from asymptomatic individuals being screened for COVID-19

	Failure codes
	Additional information
	Key test features
	Symbols
	Technical support
	Manufacturer and distributor
	Trademarks and patents
	Copyright
	References
	Document revision


	EUA-RMS-LiatNAT-ifu.pdf
	EUA210388 Roche cobas Liat QRI 06-18-2021.pdf
	EUA210388 PIC 06-18-2021.pdf

	3-EUA210388-S007 PIC cards 08-02-2023.pdf
	Table of Contents
	000_Signed Cover Letter
	001_Cover Letter
	003_Attachment 1 PICs_Change Overview
	004_REDLINE 09408665001
	005_CLEAN DRAFT 09408665001
	006_REDLINE 09408703001
	007_CLEAN DRAFT 09408703001




