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Intended use
The SARS‑CoV‑2 & Flu A/B Rapid Antigen Test is a rapid chromatographic immunoassay for
the simultaneous qualitative detection and differentiation of the nucleocapsid protein antigens of
SARS‑CoV‑2, Influenza virus A, and Influenza virus B in human nasopharyngeal swab samples.
This test is intended as an aid in the differential diagnosis of SARS‑CoV‑2, Influenza virus A,
and Influenza virus B infections in individuals suspected of respiratory viral infections consistent
with COVID‑19 or Influenza by their healthcare provider within the first 6 days of symptom onset.
This product is intended for professional use in laboratory and near‑patient testing
environments. Not for self‑testing.
Summary
While coronavirus disease 2019 (COVID‑19), caused by the severe acute respiratory syndrome
coronavirus‑2 (SARS‑CoV‑2), has reached pandemic scale1,2, Influenza A and B viruses
circulate in a seasonal fashion.3 These 3 viruses cause acute respiratory infections and their
clinical manifestations can be similar, ranging from asymptomatic or mild "influenza-like" illness
(such as fever, cough or myalgia) in a majority of individuals to more severe and life‑threatening
disease in others.4,5,6

Test principle
The SARS‑CoV‑2 & Flu A/B Rapid Antigen Test has 4 pre‑coated lines, a "C" control line and
"A", "B", "S" test lines on the surface of the nitrocellulose membrane. The control line and test
lines in the result window are not visible before specimen application. Mouse monoclonal
anti‑SARS‑CoV‑2 antibody, mouse monoclonal anti‑Influenza virus A antibody and mouse
monoclonal anti‑Influenza virus B antibody are coated on the respective "S", "A" and "B" test line
regions and mouse monoclonal anti-chicken IgY antibody is coated on the control line region.
Mouse monoclonal anti‑SARS‑CoV‑2 antibody, mouse monoclonal anti‑Influenza virus A
antibody and mouse monoclonal anti‑Influenza virus B antibody conjugated with color particles
are used as detectors for each target antigen. During the test, antigens in the specimen and the
color particle‑conjugated antibodies make complexes, which migrate on the membrane to the
test and control line regions via capillary action where they are captured by the antibodies
coated on the surface of the membrane. The respective colored test line becomes visible in the
result window if SARS‑CoV‑2, Influenza virus A or Influenza virus B antigens are present in the
sample.
Reagents
a) Test
▪ mAb anti‑Influenza virus A and B antibody
▪ mAb anti‑SARS‑CoV‑2 antibody
▪ mAb anti‑chicken IgY antibody
▪ mAb anti‑Influenza virus A and B antibody‑gold conjugate
▪ mAb anti‑SARS‑CoV‑2 antibody‑gold conjugate 
▪ Purified chicken IgY antibody‑gold conjugate

b) Quality controls
▪ Recombinant SARS‑CoV‑2 nucleocapsid protein 
▪ Recombinant Influenza virus A nucleocapsid protein
▪ Recombinant Influenza virus B nucleocapsid protein 
Precautions and warnings
For in vitro diagnostic use.
Exercise the normal precautions required for handling all laboratory reagents.
Disposal of all waste material should be in accordance with local guidelines.
Safety data sheet available for professional user on request.
This kit contains components classified as follows in accordance with the Regulation (EC)
No. 1272/2008:

Warning:

H317 May cause an allergic skin reaction.

H412 Harmful to aquatic life with long lasting effects.
Prevention:

P261 Avoid breathing mist or vapours.

P273 Avoid release to the environment.

P280 Wear protective gloves.
Response:

P333 + P313 If skin irritation or rash occurs: Get medical advice/attention.

P362 + P364 Take off contaminated clothing and wash it before reuse.
Disposal:

P501 Dispose of contents/container to an approved waste disposal plant.
Product safety labeling follows EU GHS guidance.
Contact phone: all countries: +49-621-7590
▪ Do not use kit contents beyond the expiration date printed on the outside of the box.
▪ Equilibrate the kit contents to operating temperature (15‑30 ℃ / 59‑86 ℉) before testing.
▪ Do not re‑use the test kit.
▪ Do not use the test kit if the pouch is damaged or the seal is broken.
▪ Do not use the extraction buffer tube of another lot.
▪ Do not smoke, drink or eat while testing.
▪ Wear personal protective equipment, such as gloves and lab coats when handling kit

reagents. Wash hands thoroughly after the tests are done.
▪ Clean any spillage by immediately and thoroughly wiping up with a suitable disinfectant such

as 1 % sodium hypochlorite solution.
▪ Handle all samples as if they contain infectious agents.
▪ Observe established precautions against microbiological hazards throughout testing

procedures.
▪ If you suspect the presence of blood on the swab, discard the swab and repeat the test with a

fresh one.
▪ Dispose of all samples and materials used to perform the test as bio‑hazard waste.

Laboratory chemical and bio‑hazard wastes must be handled and discarded in accordance
with all local, state, and national regulations.

▪ Desiccant in foil pouch is to absorb moisture and keep humidity from affecting the test device.
If the desiccant beads change from yellow to green, the test device in the pouch should be
discarded.

▪ Do not use the control swabs for the collection of patient samples.
Storage and stability
Store the kit at 2-30 °C / 36-86 °F, out of direct sunlight. Kit materials are stable until the
expiration date printed on the outer box. Do not freeze.

Materials provided
▪ Test device (individually in a foil pouch with desiccant)
▪ Extraction buffer tube and buffer tube holder
▪ Nozzle cap
▪ Sterile swab
▪ Instructions for Use and Quick Reference Guide
▪ SARS‑CoV‑2 positive control swab
▪ Flu A/B positive control swab
▪ SARS‑CoV‑2 & Flu A/B negative control swab
Materials required (but not provided)
▪ Timer
▪ Personal protective equipment per local recommendations or requirements
▪ Biohazard container
Test preparation and sample collection
Carefully read the Instructions for Use of the SARS‑CoV‑2 & Flu A/B Rapid Antigen Test. Please
also see the enclosed Quick Reference Guide (with illustrations) before performing a test.

Preparing for a test
Prior to starting the procedure, test devices and reagents must be equilibrated to operating
temperature (15-30 °C / 59-86 °F).
1. Check the expiration date on the label of the test kit box. Do not use the test, if the expiration

date has passed.
2. Open the test foil pouch and remove the test device and the desiccant package. Use the test

immediately after opening the pouch.
3. Ensure that the test device is undamaged and that the desiccant status indicator shows valid

(yellow).
4. Consider performing a quality control (QC) as recommended in the "External quality control

(QC)" section.

Collecting a sample (nasopharyngeal swab)
1. To collect a nasopharyngeal swab sample, insert a sterile swab into the nostril of the patient,

reaching the surface of the posterior nasopharynx.
2. Rotate the swab 3‑4 times against the nasopharyngeal surface, then leave the swab in place

for 10 seconds to absorb secretions. 
3. Withdraw the swab from the nasal cavity carefully.

Test procedure
1. Carefully open the extraction buffer tube avoiding spillage.

CAUTION: if any buffer is spilled, do not use the tube.
2. Insert the swab into the provided extraction buffer. While squeezing the buffer tube, stir the

swab at least 10 times.
3. Remove the swab while squeezing the sides of the tube to extract the liquid from the swab.

 WARNING: Failure to squeeze the tube can lead to incorrect results due to excess buffer
in the swab.

4. Press the nozzle cap tightly onto the tube.
5. Place the test device on a flat surface and apply 4 drops of extracted sample at a 90° angle to

the specimen well of the test device.
6. Read the test result at 15‑30 minutes. Do not touch or move the test device until the result

can be read.
CAUTION:
▪ Place the test device on a flat surface to allow optimal capillary action.
▪ Dispense the specimen at a 90° angle to allow for free falling drops and avoid bubbles.

 WARNING: Test results that are read before 15 minutes or after 30 minutes may be
incorrect.

Transport and storage
▪ The sample should be tested as soon as possible after collection.
▪ Dry swab samples are stable for 30 minutes at room temperature (20±5 ℃).
▪ Nasopharyngeal swab specimens in extraction buffer are stable for up to 1 hour at room

temperature (20±5 ℃) and up to 4 hours at 5±3 °C. If stored frozen at -20 °C, specimens in
extraction buffer are stable for only 1 freeze/thaw cycle.

Interpretation of test results
The SARS‑CoV‑2 & Flu A/B Rapid Antigen Test has 4 pre‑coated lines in the result window of
the test device:
▪ "C" control line 
▪ "S" SARS‑CoV‑2 test line
▪ "B" Influenza virus B test line
▪ "A" Influenza virus A test line
1. A colored line will appear in the "C" section of the result window, indicating that the test is

working properly. This line is the control line (C).
The control line is used for procedural control, and always appears if the test result is valid. If
no control line is visible the test result should be considered as invalid. In the case of an
invalid result, perform QC and repeat the test with a new test device.
NOTE: Even if the control line is very faint or not uniform the test should be considered to be
performed properly and the test result should be interpreted as valid result.

2. One or more colored lines may appear in the "S", "B", or "A" sections of the result window.
These lines are the test lines of SARS‑CoV‑2 (S), Influenza virus A (A) and Influenza virus B
(B).
NOTE: Even if a test line is very faint or not uniform the test result should be interpreted as a
positive result.
CAUTION: Carefully look at the result field: If a test line (S, B, or A) is visible together with the
control line (C), this means that the result is positive.

Test result

Negative

Influenza virus A positive

Influenza virus B positive

SARS‑CoV‑2 positive

Influenza virus A and B positive

Influenza virus A & SARS‑CoV‑2 positive

Influenza virus B & SARS‑CoV‑2 positive 

Positive

Influenza virus A and B & SARS‑CoV‑2
positive

Invalid*

* Any combination displaying test line(s) (S, B and/or A) without the control line (C) visible
should be considered as an invalid result.
QC
Internal quality control
A control line is used in the test as a procedural control. A visible control line confirms that the
lateral flow of the test is successful but is not the confirmation that the specimen and buffer have
been applied properly.

External quality control
▪ Positive and negative controls are optional components and these controls can be provided

as a means of additional quality control to demonstrate a positive or negative reaction.
▪ Positive and negative controls are supplied with each kit and available separately from

Roche.
▪ QC testing should be performed similar to patient testing.
▪ It is recommended that positive and negative controls are run once for each new lot, once for

each untrained operator, once for each new shipment of test kits and as required by test
procedures in these instructions and in accordance with local, state and federal regulations of
accreditation requirements.

Preparing a QC
1. Equilibrate SARS‑CoV‑2 & Flu A/B Rapid Antigen Test and SARS‑CoV‑2 & Flu A/B Antigen

Control to operating temperature (15‑30 °C / 59‑86 °F). 
2. Carefully read the instructions for use for the SARS‑CoV‑2 & Flu A/B Rapid Antigen Test.
3. Check the expiration date on the label of the control kit and test kit boxes. Do not use expired

control and test devices.

Performing the QC
1. Remove 3 test devices from the SARS‑CoV‑2 & Flu A/B Rapid Antigen Test kit. Open the foil

pouches and remove the test devices and the desiccant packages. Ensure that the
test devices are undamaged and that the desiccant status indicators are valid (yellow).

2. Label 1 device as "SARS‑CoV‑2 positive", 1 device as "Flu A/B positive" and 1 device as
"negative".
CAUTION: Each control specimen (SARS-CoV-2, Flu A/B and negative) requires a separate
test device. Do not apply multiple control specimen to 1 test device. 

3. Remove 3 extraction buffer tubes from the SARS‑CoV‑2 & Flu A/B Rapid Antigen Test kit.
Label 1 tube as "SARS‑CoV‑2 positive", 1 tube as "Flu A/B positive" and 1 tube as "negative". 

4. Carefully open the extraction buffer tubes avoiding spillage.
CAUTION: if any buffer is spilled, do not use the tube.

5. Open the SARS‑CoV‑2 positive, Flu A/B positive and negative control pouches. Take out the
control swabs and put the control swabs into the correspondingly labeled extraction buffer
tube.

6. For each of the 3 extraction buffer tubes perform the following steps:
a) While squeezing the buffer tube, stir the corresponding swab at least 10 times.
b) Remove the swab while squeezing the sides of the tube to extract the liquid from the swab.
CAUTION: Failure to squeeze the tube can lead to incorrect results due to excess buffer in
the swab.
c) Press the nozzle cap tightly onto the tube.
d) Place the correspondingly labeled test device on a flat surface and apply 4 drops of
prepared control specimen at a 90° angle into the specimen well of the test device.
e) Read the test result after 15 minutes. Do not read the test result after 30 minutes.

CAUTION:
▪ Place the test device on a flat surface to allow optimal capillary action.
▪ Dispense the specimen at a 90° angle to allow for free falling drops and avoid bubbles.

 WARNING: Do not read test results after 30 minutes. False positive, false negative or
invalid results may occur if the test is read beyond the recommended time period.

Transport and storage of QC material
▪ Use the control swabs immediately after opening the pouch.
▪ Control swab specimens in the extraction buffer are stable for up to 1 hour at room

temperature (20±5 ℃).

Interpretation of QC results

Pass Fail Invalid

SARS‑CoV‑2 positive
control swab

If the test line "S" is
negative or either of the test
lines "B" or "A" are positive.

If control line
"C" is not
visible.

Flu A/B positive control
swab

If either of the test lines "B"
or "A" are negative or the
test line "S" is positive. 

If control line
"C" is not
visible.

Negative control swab If any of the test lines "S",
"B" or "A" are positive.

If control line
"C" is not
visible.

If the control test result is invalid or failed, the control test must be repeated using a new test
device. If the invalid or failed control test result recurs, contact your local Customer Support.
Limitations
▪ The test procedure, precautions and interpretation of results for this test must be followed

strictly when testing. Failure to follow the test procedure and interpretation of test results may
adversely affect test performance and/or produce invalid results.

▪ The test should be used for the detection of SARS‑CoV‑2, Influenza virus A or Influenza virus
B antigens in human nasopharyngeal swab samples only. Other sample types have not been
validated.

▪ This test can not be used for quantifying SARS‑CoV‑2 or Influenza virus A or Influenza
virus B antigen concentrations.

▪ The immune response cannot be assessed with this test and needs other testing methods.
▪ The test result should not be used as a sole basis for treatment or patient management

decisions, and should be considered in the context of the patient’s recent exposures, history
and the presence of clinical signs and symptoms.

▪ Test results should be treated as presumptive and confirmed with a molecular assay, if
necessary, for patient management.

▪ A negative result may occur if the concentration of antigen in a specimen is below the
detection limit of the test or if the sample was collected or transported improperly.

▪ Individuals who received nasally administered, live‑attenuated Influenza vaccine may have
positive test results for up to 10 days after vaccination.7

▪ Positive test results do not rule out co‑infections with other pathogens.
▪ SARS‑CoV‑2 positive test results do not differentiate between SARS‑CoV‑2 and SARS‑CoV.
▪ Test results are not intended to rule in or rule out other infections.
▪ Influenza virus performance data are based on limited numbers of (retrospective) samples.

A prospective clinical study is ongoing to evaluate the performance using fresh
nasopharyngeal swab samples.

Specific performance data
Clinical evaluation
The clinical performance of the SARS‑CoV‑2 & Flu A/B Rapid Antigen Test was evaluated in 2
prospective, all‑comer’s studies in the United States.

Clinical evaluation in symptomatic patients
Study 1 prospectively enrolled in an all‑comer’s fashion patients above 12 years of age seeking
testing at the study sites and presenting symptoms suspicious of upper respiratory infections
consistent with COVID‑19 or Influenza in the United States. Two (2) nasopharyngeal swabs
were collected from each study participant. In a randomized manner, one swab was used
immediately at the study site for rapid antigen testing using the SARS‑CoV‑2 & Flu A/B Rapid
Antigen Test, and the other was sent to a central laboratory for testing using a highly sensitive
FDA approved multiplex RT‑PCR method as the comparator. 

In total, 477 participants were recruited in this study, and valid rapid antigen and RT‑PCR results
were obtained for 415 participants. 13 intended users performed the sampling and testing
procedures at 6 near-patient testing clinical sites. The SARS-CoV-2 & Flu A/B Rapid Antigen
Test correctly identified 85 out of 105 SARS‑CoV‑2‑positive individuals, 8 out of 12 Influenza
virus A‑positive individuals, 308 out of 310 SARS‑CoV‑2-negative individuals, 401 out of 402
Influenza virus A‑negative individuals, and 410 out of 415 Influenza virus B‑negative individuals.

The relative diagnostic sensitivity for SARS‑CoV‑2 and Influenza virus A of the
SARS‑CoV‑2 & Flu A/B Rapid Antigen Test against the primary comparator method were
80.95 % (95 % CI: 72.13 - 87.96 %) and 66.67 % (95 % CI: 34.89 - 90.08 %), respectively.
All SARS‑CoV‑2‑positive and Influenza virus A‑positive subjects were within the first 6 days of
symptoms onset. In addition, for patients within the first 5 days of symptoms onset, the relative
diagnostic sensitivity for SARS‑CoV‑2 and Influenza virus A were 80.39 % (95 % CI: 71.35 -
87.59 %) and 72.73 % (95 % CI: 39.03 - 93.98 %), respectively.

The relative diagnostic specificity for SARS‑CoV‑2, Influenza virus A, and Influenza virus B of
the SARS‑CoV‑2 & Flu A/B Rapid Antigen Test against the primary comparator method were
99.35 % (95 % CI: 97.69 - 99.92 %), 99.75 % (95 % CI: 98.62 - 99.99 %), and 98.80 %
(95 % CI: 97.21 - 99.61 %), respectively.

Table 1 SARS‑CoV‑2 performance against the comparator method.
SARS‑CoV‑2 RT‑PCR Results

Positive Negative Total

Positive 85 2 87

Negative 20 308 328
SARS‑CoV‑2
Antigen Test

Results
Total 105 310 415

Relative sensitivity (95 % CI*) 80.95 % (72.13 - 87.96 %)

Relative specificity (95 % CI*) 99.35 % (97.69 - 99.92 %)

* The two‑sided 95 % confidence interval was calculated using the exact Clopper‑Pearson
Method.

Table 2 Influenza virus A performance against the comparator method.
Influenza virus A RT‑PCR Results

Positive Negative Total

Positive 8 1 9

Negative 4 401 405
Influenza virus A

Antigen Test
Results

Total 12 402 414**

Relative sensitivity (95 % CI*) 66.67 % (34.89 - 90.08 %)

Relative specificity (95 % CI*) 99.75 % (98.62 - 99.99 %)

* The two‑sided 95 % confidence interval was calculated using the exact Clopper‑Pearson
Method.
** 1 subject had an inconclusive RT‑PCR result for Influenza virus A.

Table 3 Influenza virus B performance against the comparator method. 
Influenza virus B RT‑PCR Results

Positive Negative Total

Positive 0 5 5

Negative 0 410 410
Influenza virus B

Antigen Test
Results 

Total 0 415 415

Relative sensitivity (95 % CI*) N/A

Relative specificity (95 % CI*) 98.80 % (97.21 - 99.61 %)

* The two‑sided 95 % confidence interval was calculated using the exact Clopper‑Pearson
Method.

Remnant samples from the RT‑PCR comparator method were re‑tested on a different RT‑PCR
method that is EUA‑authorized for discrepant analysis and viral load examination based on the
CT values. For SARS‑CoV‑2, 1 positive sample tested negative during discrepant analysis,
2 positive samples tested presumptive positive, and 7 negative samples tested positive. For
Influenza virus A, 1 positive sample tested negative. For Influenza virus B, all results were
concordant. CT value‑stratified performance of the SARS‑CoV‑2 & Flu A/B Rapid Antigen Test
are summarized in Tables 4‑5. 

Table 4 SARS-CoV-2 relative sensitivity stratified by comparator CT values during discrepant
analysis.

CT* range RT‑PCR
Positives**

Rapid Antigen
Positives Relative sensitivity (95 % CI***)

≤ 30 84 80 95.24 % (88.25 - 98.69 %)

≤ 33 92 82 89.13 % (80.92 - 94.66 %)

All 105 85 80.95 % (72.13 - 87.96 %)

* SARS‑CoV‑2 target CT values
** Positives by the comparator method in the main trial.
*** The two‑sided 95 % confidence interval was calculated using the exact Clopper‑Pearson
Method. 

Table 5 Influenza virus A relative sensitivity stratified by comparator CT values during
discrepant analysis.

CT range RT‑PCR
Positives*

Rapid Antigen
Positives Relative sensitivity (95 % CI**)

≤ 30 3 3 100.00 % (29.24 - 100.00 %)

≤ 33 8 6 75.00 % (34.91 - 96.81 %)

All 12 8 66.67 % (34.89 - 90.08 %)

* Positives by the primary comparator method in the main trial.
** The two‑sided 95 % confidence interval was calculated using the exact Clopper‑Pearson
Method.

Clinical evaluation in asymptomatic, RT-PCR-negative individuals
The clinical specificity of the SARS-CoV-2 & Flu A/B Rapid Antigen Test was also evaluated in
an asymptomatic population in Study 2. This study prospectively enrolled subjects aged 12 and
older without COVID‑19‑related symptoms or known recent exposure to SARS‑CoV‑2 in the
United States. Two (2) nasopharyngeal swabs were collected from each study participant. In a
randomized manner, 1 swab was used immediately at the study site for rapid antigen testing
using the SARS‑CoV‑2 & Flu A/B Rapid Antigen Test, and the other was sent to a central
laboratory for testing using a highly sensitive EUA‑authorized multiplex RT‑PCR method as the
primary comparator. Subjects who tested positive on the comparator method were excluded
from analysis. 

In total, 160 asymptomatic participants were enrolled in Study 2. Samples with missing or invalid
antigen or RT‑PCR results, and those testing positive on the RT‑PCR method were excluded
from analysis. Eight (8) intended users performed the sampling and testing procedures at 3
near‑patient testing clinical sites. The SARS‑CoV‑2 & Flu A/B Rapid Antigen Test correctly
identified 144 out of 144 SARS‑CoV‑2‑negative, 155 out of 155 Influenza virus A‑negative, and
156 out of 156 Influenza virus B‑negative individuals. The relative specificity in asymptomatic
individuals is summarized in Table 6.

Table 6 Relative specificity in asymptomatic, RT-PCR-negative subjects.
Target RT‑PCR

Negatives
Rapid

Antigen
Negatives

Relative specificity (95 % CI*)

SARS‑CoV‑2 144 144 100.00 % (97.47 - 100.00 %) 

Influenza virus A 155 155 100.00 % (97.65 - 100.00 %)

Influenza virus B 156 156 100.00 % (97.66 - 100.00 %)

* The two‑sided 95 % confidence interval was calculated using the exact Clopper‑Pearson
Method.

Test performance using retrospective clinical specimens
Due to the extremely low prevalence of Influenza viruses in the United States throughout the
study period, the relative sensitivity and specificity for Influenza virus A and B of the
SARS‑CoV‑2 & Flu A/B Rapid Antigen Test were also evaluated using banked human
nasopharyngeal swab samples collected in Copan UTM during a clinical trial. Samples were
selected based on their availability and storage conditions, and to ensure that 20‑25 % of the
samples in the final selection had a low viral load to represent the full viral load spectrum.
Additionally, 16 nasopharyngeal swab samples in UTM with known negative status for Influenza
virus A/B were also included in the retrospective testing.

In total, 69 Influenza virus A‑positive, 4 Influenza virus B‑positive, 42 Influenza virus A‑negative
and 228 Influenza virus B‑negative retrospective clinical samples were evaluated using the
SARS‑CoV‑2 & Flu A/B Rapid Antigen Test. The positive percent agreement for Influenza virus
A and B were 81.16 % (95 % CI*: 69.94 - 89.57 %) and 100.00 % (95 % CI*: 39.76 - 100.00 %),
respectively. The negative percent agreement for Influenza virus A and B were 100.00 %
(95 % CI*: 91.59 - 100.00 %) and 100.00 % (95 % CI*: 98.40 - 100.00 %), respectively.
Analytical performance
1. Limit of Detection (LoD)
The SARS‑CoV‑2, Influenza virus A or Influenza virus B positive specimen were prepared by
spiking the respective inactivated virus into a negative clinical matrix using SARS‑CoV‑2,
Influenza virus A and Influenza virus B negative nasopharyngeal swabs confirmed with RT‑PCR
or fluorescent immunoassay. LoDs are determined as shown in the table (below) for direct
nasopharyngeal swabs by testing serially diluted positive specimens.

Table 7
Virus strain LoD [TCID50/mL]

SARS‑CoV‑2 (2019‑nCOV) NCCP 43326/2020/Korea strain 8.29

Influenza virus A, strain A/Mexico/4108/09 (H1N1pdm) 1.51 x 103

Influenza virus A, strain A/Brisbane/10/07 (H3N2) 7.44 x 102

Influenza virus B, strain B/Florida/04/06 (Yamagata lineage) 3.57 x 103

Influenza virus B, strain B/Malaysia/2506/04 (Victoria lineage) 9.09 x 102
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2. Analytical reactivity (Influenza virus inclusivity)
The inclusivity for the detection of Influenza virus A and Influenza virus B was confirmed by
testing 4 Influenza virus A, 4 Influenza virus B strains. Specimens were prepared by spiking the
respective inactivated virus into pooled nasal wash confirmed to be negative for Influenza
virus A and Influenza virus B with a fluorescent immunoassay. A series of five‑fold dilutions was
prepared with each specified virus. The lowest concentration where at least one out of
5 replicates was positive is reported as the minimal reactive concentration.

Table 8

Virus strain
Minimal reactive

concentration
[TCID50/mL]

Influenza virus A, strain A/Brisbane/59/07 (H1N1) 1.60 x 103

Influenza virus A, strain A/Brisbane/02/18 (H1N1) 3.20 x 102

Influenza virus A, strain A/Hong Kong/8/68 (H3N2) 1.60 x 103

Influenza virus A, strain A/Perth/16/09 (H3N2) 1.60 x 103

Influenza virus B, strain B/Texas/6/11 (Yamagata lineage) 4.00 x 104

Influenza virus B, strain B/Florida/02/2006 (Yamagata lineage) 1.60 x 103

Influenza virus B, strain B/Washington/02/19 (Victoria lineage) 4.00 x 104

Influenza virus B, strain B/Colorado/6/17 (Victoria lineage) 1.60 x 103

3. Microbial cross-reactivity
No cross‑reactivity was observed for the following microorganisms at the indicated
concentrations. All microorganisms were spiked into a negative clinical matrix for testing.
Pneumocystis jirovecii (PJP) has not been tested. A low probability of cross‑reactivity was
determined by in‑silico analysis. The in‑silico analysis for SARS‑CoV shows high probability of
cross‑reactivity with the SARS‑CoV‑2 test line.

Table 9
Microorganism/Specimen Concentration Result

Human coronavirus HKU1
(recombinant N protein)

29.1 ng/mL NEG

Human coronavirus 229E 2.37 x 105 PFU/mL NEG

Human coronavirus OC43 3.35 x 105 PFU/mL NEG

Human coronavirus NL63 1.14 x 105 PFU/mL NEG

MERS-coronavirus 2.79 x 105 PFU/mL NEG

SARS-coronavirus
(recombinant N protein) 17.2 ng/mL NEG

Adenovirus Type 1 1.72 x 108 PFU/mL NEG

Adenovirus Type 2 7.01 x 105 PFU/mL NEG

Adenovirus Type 5 2.72 x 107 PFU/mL NEG

Adenovirus Type 6 1.30 x 107 PFU/mL NEG

Adenovirus Type 7A 7.01 x 105 PFU/mL NEG

Adenovirus Type 11 1.30 x 107 PFU/mL NEG

Adenovirus Type 14 2.79 x 105 PFU/mL NEG

Adenovirus Type 40 2.54 x 106 PFU/mL NEG

Human Metapneumo-virus 3 Type B1 1.46 x 106 PFU/mL NEG

Human Metapneumo-virus 16 Type A1 2.54 x 106 PFU/mL NEG

Parainfluenza virus 1 8.42 x 105 PFU/mL NEG

Parainfluenza virus 2 1.01 x 106 PFU/mL NEG

Parainfluenza virus 3 2.26 x 107 PFU/mL NEG

Parainfluenza virus 4A 2.54 x 106 PFU/mL NEG

Enterovirus type 68 09/2014 Isolate 4 1.01 x 106 PFU/mL NEG

Respiratory syncytial virus A 7.01 x 105 PFU/mL NEG

Respiratory syncytial virus B 3.35 x 105 PFU/mL NEG

Rhinovirus 1A 1.14 x 105 PFU/mL NEG

Rhinovirus A16 8.42 x 105 PFU/mL NEG

Rhinovirus B42 7.01 x 105 PFU/mL NEG

Epstein Barr Virus (B95‑8) 2.61 x 108 cp/mL NEG

Cytomegalovirus (AD‑169) 4.41 x 106 PFU/mL NEG

Measles Virus 3.93 x 107 PFU/mL NEG

Mumps Virus 8.42 x 105 PFU/mL NEG

Haemophilus influenzae (NCCP 13815) 2.46 x 107 CFU/mL NEG

Haemophilus influenzae (NCCP 13819) 3.28 x 107 CFU/mL NEG

Haemophilus influenzae (NCCP 14581) 3.97 x 107 CFU/mL NEG

Haemophilus influenzae (NCCP 14582) 1.03 x 1010 CFU/mL NEG

Streptococcus pneumoniae Type 1
(KCCM 41568)

1.85 x 108 CFU/mL NEG

Streptococcus pneumoniae Type 2
(KCCM 40410)

1.51 x 108 CFU/mL NEG

Streptococcus pneumoniae Type 3
(KCCM 41569)

2.25 x 106 CFU/mL NEG

Streptococcus pneumoniae Type 5
(KCCM 41570)

9.68 x 107 CFU/mL NEG

Streptococcus pyogenes (ATCC 12344) 6.73 x 107 CFU/mL NEG

Bordetella pertussis (NCCP 13671) 6.04 x 107 CFU/mL NEG

Mycoplasma pneumoniae (ATCC 15531) 3.29 x 107 CFU/mL NEG

Chlamydia pneumoniae (ATCC VR-2282) 8.81 x 107 IFU/mL NEG

Legionella pneumophila (ATCC 33155) 1.54 x 1010 CFU/mL NEG

Staphylococcus aureus (NCCP 14647) 8.71 x 108 CFU/mL NEG

Staphylococcus epidermidis (KCCM 35494) 6.02 x 108 CFU/mL NEG

Corynebacterium sp. (KCCM 43306) 3.20 x 109 CFU/mL NEG

Lactobacillus sp. (KCCM 32821) 1.78 x 107 CFU/mL NEG

Moraxella catarrhalis (KCCM 42707) 2.42 x 108 CFU/mL NEG

Microorganism/Specimen Concentration Result

Mycobacterium tuberculosis (KIT87190) 3.03 x 107 CFU/mL NEG

Neisseria meningitidis (KCCM 41562) 1.86 x 107 CFU/mL NEG

Streptococcus mitis (KCCM 42740) 9.59 x 108 CFU/mL NEG

Neisseria sp. (KCCM 42783) 4.03 x 106 CFU/mL NEG

Pseudomonas aeruginosa (NCCP 14640) 9.68 x 108 CFU/mL NEG

Streptococcus salivarius (KCCM 11926) 3.22 x 108 CFU/mL NEG

Candida albicans (KCCM 50651) 1.80 x 109 CFU/mL NEG

4. Microbial interference
For the microorganisms shown above additional microbial interference testings with
SARS‑CoV‑2, Influenza virus A and Influenza virus B positive samples spiked into a negative
clinical matrix were performed, and no microbial interference was found at the indicated
concentrations.

5. Endogenous / exogenous cross‑reactivity study
No cross‑reactivity was observed for the following substances at the indicated concentrations.
All substances were spiked into a negative clinical matrix for testing.

Table 10

Substance Spiking
concentration Result

Whole Blood 4 % NEG

Mucin 0.5 % NEG

Chloraseptic (Menthol/Benzocaine) 1.5 mg/mL NEG

Naso GEL (NeilMed) 5 % (v/v) NEG

CVS Health Nasal Drops (Phenylephrine) 15 % (v/v) NEG

Afrin (Oxymetazoline) 15 % (v/v) NEG

CVS Health Oxymetazoline 15 % (v/v) NEG

NasalCrom Nasal Spray (Cromolyn) 15 % (v/v) NEG

Zicam 5 % (v/v) NEG

Homeopathic (Alkalol) 1:10 dilution NEG

Sore Throat Phenol Spray 15 % (v/v) NEG

Tobramycin 4 μg/mL NEG

Mupirocin 10 mg/mL NEG

CVS Health Fluticasone Propionate 5 % (v/v) NEG

Tamiflu (Oseltamivir Phosphate) 5 mg/mL NEG

Biotin 3500 ng/mL NEG

Endogenous / exogenous interference substances studies
For the substances shown above, additional endogenous / exogenous interference studies with
SARS‑CoV‑2, Influenza virus A and Influenza virus B positive samples spiked into a negative
clinical matrix were performed, and no endogenous / exogenous interference was found at the
indicated concentrations.

6. High‑dose hook effect
Cultured SARS‑CoV‑2, Influenza virus A or Influenza virus B was spiked into a negative clinical
matrix. SARS‑CoV‑2 culture did not show a hook‑effect up to 1.58 x 106 TCID50/mL. Influenza
virus A, A/Mexico/4108/09 culture did not show a hook‑effect up to 5.01 x 105 TCID50/mL.
Influenza virus A, A/Brisbane/10/07 culture did not show a hook‑effect up to
1.05 x 106 TCID50/mL. Influenza virus B, B/Florida/04/06 culture did not show a hook‑effect up to
3.55 x 105 TCID50/mL. Influenza virus B , B/Malaysia/2506/04 culture did not show a hook‑effect
up to 4.17 x 105 TCID50/mL.

7. Co‑infection
To assess potential competitive interference between Influenza virus A, Influenza virus B, and
SARS‑CoV‑2, samples were tested in replicates of 3 where low (3 x LoD) concentrations of one
specified target was mixed with very high (1.23 x 105 PFU/mL) concentrations of another
specified target. No interference was observed for any virus combinations.

8. SARS‑CoV‑2 variants of concern
Lab testing showed that the SARS‑CoV‑2 & Flu A/B Rapid Antigen Test can qualitatively detect
major variants of concern including Delta and Omicron variants. Emerging variants are
continuously monitored.

A point (period/stop) is always used in this Method Sheet as the decimal separator to mark the
border between the integral and the fractional parts of a decimal numeral. Separators for
thousands are not used.
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Symbols
The manufacturer uses the following symbols and signs in addition to those listed in the
ISO 15223‑1 standard:

GTIN
Global Trade Item Number

UDI
Unique Device Identifier
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