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Intended Use:
The 2019-nCoV Antigen Device is a rapid chromatographic immunoassay for the b
qualitative detection of antigens of SARS-CoV-2 in saliva samples. For in vitro use by v
trained professionals only. Exvacked s
Sampie .
Summary: ‘©
Coronaviruses are a large family of viruses that cause disease ranging from comman
cold symptoms to more severe pneumonia. They are enveloped, single strand RNA
viruses. Eg‘re.nawmses areI z?odnoﬂg, :‘hlzvd t:.E" b: transmitted from animals to
1 i -
o rmen ool nclude tlS;RS-CoVJ.“‘ espiratory Virus (MER-CoV) and Interpretation of Results:
g‘m :;; .H':;vl;\. coronai:lar;; beﬁgan in cbte\:!n:‘:n December 2019 and in January 2020 e = Positive: T
Organ n designa e new strain 2019-nCoV (later SARS- wo clear col lines appear. One
CoV-2). Symptoms include high temperature, cough and breathing difficulties. In ' ol' %fscr:s“';t": ':,';' (C) and one band develops at the Tem e .
immunocompromised individuals symptoms can be more severe leading to ultindicates detection of SARS-CoV-2 antigens,
pneumonia, severe acute respiratory syndrome or death,
* NOTE: The intensity of colour dew
Test Principle: r development at the test line will vary depen
the ry ding on
The test device operates as a double antibody immunoassay. Anti-SARS-COV-2 d,,,,‘,‘:,':f,::‘:fﬂfe“ t::t'lﬁrerr:‘ ‘:rde;:m in the sample. Therefore, any shade of colour
antibody is immobilized on the membrane in the Test zone. Particles conjugated with should be considered positive
anti-SARS-CoV-2 antibody are coated on the membrane near the sample well. During
the test extracted saliva sample is added to the sample well where it interacts with ¢
the antibody coated particles and SARS-CoV-2 antigens present in the sample will

Negative: One coloured line appears at the control |
bind to the antibody. The antigen-particle complexes migrate up the membrane by ' Soperent Coovoe e appear‘;ﬁ: thetastjone. K

capillary action where they interact with the anti-SARS-CoV-2 antibody at the Test
line and are captured. A positive result is indicated when a coloured line forms at the
Test line. The absence of any line development at the test zone indicates a negative \ o

result. To serve as a procedural control, a coloured line should always appear at the 5 c '"'"“d' Control line fails to appear. Insufficient specimen volume
control line area indicating that proper volume of specimen has been added and fot:r:coor;!ﬁ-p'“'d“"' techniques are the most likely reasons
membrane wicking has occurred. v . ntrol line failure. Review the procedure and repeat the test

with a new test device. If the problem persists, disc
the test kit immediately and contact your local distributor.

using

Reagents:
The test device contains anti-SARS-CoV-2 antibody.

Quality Controls:
Materials Provided: A procedural control is included in the test. A coloured line appearing in the Control
individually pouched test devices region (C) is the internal procedural control. It confirms sufficient specimen volume
Extraction tubes containing Extraction Buffer and correct procedural technique. Quality Controls are not supplied with this kit.
_ls_aﬁv;f wll:ction bags
ransfer pipettes Limitations of the Test:
I
instructions fogiiseshuet Thhe Assay Prt}cedt;.re and the Asfsav Result Interpretation must be followed closely
when testing for the presence of antigens to SARS-CoV-2 subjects. in particular, the
Materials not provided: Timer — . rect-procedure for collection and preparation of the saliva sample is essential.
Failure to follow the procedure results.
Precautions: L The 2019-nCoV . Device is limited to the qualitative detection of antigens of
 for profession w hihs. S ; : SARS-CoV-2 in extracted saliva samples. The of the test band does not have
B ' ory Practice procedures where samples a f linear correlation with the antigen concentration in the sample.

A negative result for an individual subject indicates absence of a detectable level of

T e e g SARS-CoV-2 antigen. However, a negative test result does not preclude the possibility
e clothing including laboratory coat, disposable gloves and safety of exposure to or infection with COVID-19. If a subject

: it ptoms a repeat of the test with newly collected sample a few days later is
glasses when conducting the test. sym a repe
IMPORTANT: Viral Transport Media (VTM! interfere : recommended or testing by a molecular method.
um?mmmmmuﬂkmﬁ# A positive test result does not rule out the possibility that other pathogens may be
e e B o T v
e res
5 e diagnosis of 2019-nCoV infection but be used in conjunction with other diagnostic
st and Stabili procedures and clinical findings.
The kit can be stored at room temperature or refrigerated (2 - 30°C). The test device performance Characteristics:
is stable up to the expiry date printed on the sealed pouch. The device must remain
b ety ue Ooror s b vt Ao L IO S R B G e el
ment use an 5 g
mhudhm.ﬁﬂnhmblmﬂunmmeMMcmh for which were regarded as the definitive virus s »
used up to 1 hour after unsealing the negative. : ‘
: Method L.t Total Results
Svnghe Cecion, Praparution s Storage : 0oV | Resuls Poste T Segate
2019-nCoV Antigen Device performed using an aliva sample. Antigen Positive
mumumm«m&mmmstm Pavice tive 6 218
efore collection. e e T T30 =0

g b g gl suiva collecting beg. : mi Sensiivity: 94.6% (95% CI*:88.5% - 08.0%) _*Confidence intervals
o . Fill the transfer pipette until saliva is three quarters ofthe " specificity: 99.1% (95% CI*: 96.8% - 99.9%)

mw:‘ bs:!m of the pipette (0.3 ml saliva) and dispense the saliva into the Accuracy: 97.6% (95KCI®: 95.3% - 99.0%)

Transport and s.tor:;e: samples should be used in the test as soon as possible. If not

tested immediately, the saliva samples in the extraction w‘b:s may bze tsr:é\sponed ol

and stored up to 1 hour at room temperature (15 - 30°C) or 4 hours at2-8°C. o um!tmof R ey aa O L-

Cov-2 virus in a matrix of pooled extracted negative saliva samples and using the

les in 2019-nCoV Antigen Device tests according to the IFU. The
Assay Procedure: preparations as sampl
- Bring the device and samples fully to room temperature (15 - 30°C) before Limit of Detection was determined as 30 TCIDso/ml.
starting any testing. Remove the test device from the sealed pouch, place it

on a clean and level surface an: us:u ll,telmmet;!:atl:‘:hr-th Al - "
- Vigorou ake the extraction containing the saliva to extract Interferen
.,.,,,,,:';,;," fix the dropper cap onto the tube. The 2019-nCoV Antigen Device has been assessed for Interfering substances by
Invert the Extraction Tube and dispense 2 drops of extracted sample into the testing various compounds diluted in negative sample matrix to the concen
sample Well. Start the timer. shown as samples in 2019-nCoV Antigen Device (Saliva) tests.
fhrt o ines to appear. Read the results between 10 and 15
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Reactivity
2019-nCoV Antigen Device (Saliva) has been assessed for cross reactivity by
ed with fever, cough and other respiratory
isms at the concentration given below in
inactivated SARS-CoV-2 virus (1.5 x 107
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None of the virus samples and none of the pathogenic organisms in negative matrix
t at the test line indicating no cross

! regarding cluster of pneumonia
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