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STANDARDTM Q COVID-19 Ag Saliva Test

PLEASE READ INSTRUCTIONS CAREFULLY BEFORE YOU PERFORM THE TEST

KIT CONTENTS

after 30 mins.

15-30 mins

T

Do not read test results after 30 minutes. It
may give false results.

4. Apply 4 drops of extracted specimen to the specimen
well of the test device.

5. Read the test result in 15-30 minutes.

CONTROL PREPARATION AND TEST PROCEDURE

STANDARD Q

Rapid Test
30°C
(86°F)

- Positive/Negative control
■ Preparation

TM

2°C
(36°F)

Test device
(individually in a foil
pouch with desiccant)

Extraction buffer
tube

Negative

STANDARD
Respiratory
Negative Control

Sterile swab
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ML25COVCN11ENR0
Issue date: 2020.11

ML25COVCP11ENR0
Issue date: 2020.11

Positive

STANDARD
COVID-19 Ag
Positive Control

Nozzle cap

/LOT NO. :

/LOT NO. :

/ MFG DATE :

/ MFG DATE :

/ EXP DATE :

/ EXP DATE :

STANDARD COVID-19 Ag
Positive Control swab

STANDARD Respiratory
Negative Control swab

Buffer tube rack

Instructions for
use

1. Put the STANDARD COVID-19 Ag Positive or Negative Control swab into an extraction buffer tube. Stir the swab more
than 5 times.
2. Remove the swab while squeezing the sides of the tube to extract the liquid from the swab.
3. Press the nozzle cap tightly onto the tube.

SPECIMEN COLLECTION

Read

■ Methods of specimen collection - Saliva with mucus

in 15-30 mins.

es

im

3t

Do not read

after 30 mins.

3 drops
C

COVID-19 Ag
Saliva

• Do not eat, drink, smoke or chew gum for 30 minutes before giving your saliva specimen.
• The specimen collection cup should not be touched the mouth.
• The saliva with snorted nasal mucus should be collected enough to cover the bottom of the
specimen collection cup.

15-30 mins

T

Do not read test results after 30 minutes. It
may give false results.

4. Apply 3 drops of extracted specimen to the specimen
well of the test device.

5. Read the test result in 15-30 minutes.

INTERPRETATION OF TEST RESULTS
■ Visual inspection

Test result

1. Instruct patient to drain mucus from the back of the nose and throat at least 3 times.
2. Ask patient to lift specimen collection cup close to his/her mouth and take a deep breath in and cough hard
directly into specimen collection cup.
3. Instruct patient to lift specimen collection cup close to his/her mouth and spit out the saliva with snorted nasal
mucus into specimen collection cup.
4. Stir the saliva with the sterile swab more than 10 times
to mix the mucus and saliva well. Collect the saliva
except the mucus using the swab. The swab must be
sufficiently soaked by saliva.

Example
C

T

C

T

Description

Negative

Positive

x10
Invalid

C

T

C

T

C

T

1. A colored band will appear in the top section of
the result window to show that the test is working
properly. This band is control line (C).
2. A colored band will appear in the lower section of
the result window. This band is test line of SARSCoV-2 antigen (T).
3. Even if the control line is faint, or the test line
isn't uniform, the test should be considered to be
performed properly and the test result should be
interpreted as a positive result.

Mucus

* The presence of any line no matter how faint the result is considered positive.
* Positive results should be considered in conjunction with the clinical history and other data available.

PREPARATION AND TEST PROCEDURE
■ Preparation

EXPLANATION AND SUMMARY
■ Introduction

COVID-19 Ag
Saliva

C

STANDARD Q COVID-19 Ag Saliva

/ REF No.

Q-NCOV-02G

/ LOT No.
/ MFG DATE
/ EXP DATE

T

/ Item

1. Result window

Yellow

xxxxxxxxxxxx
YYYY.MM.DD.
YYYY.MM.DD.
#Buffer Lot : xxxxxxxxxx

2. Specimen well
Foil pouch

Test device

Green
Yellow : Valid
Green : Invalid

Desiccant

1. Allow the test device and collected specimen to room temperature prior to testing.
2. Carefully read the instruction for using the STANDARD Q COVID-19 Ag Saliva Test.
*Check the expiry date at the back of the foil pouch. Do not use the kit, if expiry date has passed.
3. Check the test device and the desiccant pack in the foil pouch.

■ Test Procedure

x5

1. Insert the soaked swab into an extraction buffer tube. While squeezing the buffer tube, stir the swab more than 5 times.
2. Remove the swab while squeezing the sides of the tube to extract the liquid from the swab.
3. Assemble the nozzle cap tightly with the tube.

Coronavirus is a single-stranded positive-sense RNA virus with an envelope of about 80 to 120 nm in diameter. Its
genetic material is the largest of all RNA viruses and is an important pathogen of many domestic animals, pets, and
human diseases. It can cause a variety of acute and chronic diseases. Common signs of a person infected with a
coronavirus include respiratory symptoms, fever, cough, shortness of breath, and dyspnea. In more severe cases,
infection can cause pneumonia, severe acute respiratory syndrome, kidney failure, and even death. The 2019 new
coronavirus, or “SARS-CoV-2 (COVID-19)”, was discovered because of Wuhan Viral Pneumonia cases in 2019, and was
named by the World Health Organization on January 12, 2020, confirming that it can cause colds and the Middle East
Respiratory Syndrome (MERS) and more serious diseases such as acute respiratory syndrome (SARS). This kit is helpful
for the auxiliary diagnosis of coronavirus infection. The test results are for clinical reference only and cannot be used as
a basis for confirming or excluding cases alone.

■ Intended use

STANDARD Q COVID-19 Ag Saliva Test is a rapid chromatographic immunoassay for the qualitative detection of
specific antigens to SARS-CoV-2 present in human saliva specimen. This test is for administration by healthcare
workers and labs only, as an aid to early diagnosis of SARS-CoV-2 infection in patient with clinical symptoms with
SARS-CoV-2 infection. It provides only an initial screening test result. This product is strictly for medical professional
use only and not intended for personal use. The administration of the test and the interpretation of the results
should be done by a trained health professional. The result of this test should not be the sole basis for the diagnosis;
confirmatory testing is required.

■ Test principle

STANDARD Q COVID-19 Ag Saliva Test has two pre-coated lines, “C” Control line, “T” Test line on the surface of the
nitrocellulose membrane. Both the control line and test line in the result window are not visible before applying any
specimens. Mouse monoclonal anti-SARS-CoV-2 antibody is coated on the test line region and mouse monoclonal
anti-Chicken IgY antibody is coated on the control line region. Mouse monoclonal anti-SARS-CoV-2 antibody
conjugated with color particles are used as detectors for SARS-CoV-2 antigen device. During the test, SARS-CoV-2
antigen in the specimen interact with monoclonal anti-SARS-CoV-2 antibody conjugated with color particles making
antigen-antibody color particle complex. This complex migrates on the membrane via capillary action until the test
line, where it will be captured by the mouse monoclonal anti-SARS-CoV-2 antibody. A colored test line would be
visible in the result window if SARS-CoV-2 antigens are present in the specimen. The intensity of colored test line will
vary depending upon the amount of SARS-CoV-2 antigen present in the specimen. If SARS-CoV-2 antigens are not
present in the specimen, then no color appears in the test line. The control line is used for procedural control, and
should ways appear if the test procedure is performed properly and the test reagents of the control line are working.

STANDARD™ Q COVID-19 Ag Saliva Test
KIT 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 the kit.

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

1. Positive and negative controls may be supplied with each kits or available separately from distributor of SD
BIOSENSOR.
2. Positive and negative controls should be performed as a real specimens.
3. It is recommended that positive and negative controls be run:
- once for each new lot.
- once for each untrained operator.
- as required by test instructions and in accordance with local, states and federal regulations of accreditation
requirements.
STANDARD COVID-19 Ag Positive Control swab
Result: T Line
(SARS-CoV-2 antigen)

Interpretation

Follow up

Positive

PASS

-

Negative

FAIL

Retest

No Control (C) Line

Invalid

Retest

STANDARD Respiratory Negative Control swab
Result: T Line
(SARS-CoV-2 antigen)

Interpretation

Negative

PASS

-

Positive

FAIL

Retest

No Control (C) Line

Invalid

Retest

Follow up

If either the control invalid result recurs, contact SD BIOSENSOR Technical Support.

PERFORMANCE CHARACTERISTICS
■ Limit of Detection (LoD)

The SARS-CoV-2 positive specimen was prepared by spiking inactivated SARS-CoV-2 (2019-nCoV) NCCP 43326/2020/
Korea strain to SARS-CoV-2 negative saliva specimen confirmed with PCR. LoD is determined as 3.47 X 101.2 TCID50/ml.

■ Clinical evaluation

The prospective diagnostic evaluation of STANDARD Q COVID-19 Ag Saliva Test with a total number of enrolled
individuals of 101 was conducted in Brazil and Malaysia.
[Brazil result]
Table 1. STANDARD Q COVID-19 Ag Saliva Test performance within 8 days of symptom onset specimen. RT-PCR test
was used as the comparator method in the study.
PCR

STANDARD Q
COVID-19 Ag Saliva Test

Positive

Negative

Total

Positive

5

0

5

Negative

0

4

4

Total

5

4

9

Sensitivity (N, 95% CI)

100% (5/5, 47.82% - 100%)

Specificity (N, 95% CI)

100% (4/4, 91.59% - 100%)

[Malaysia result]
Table 2. STANDARD Q COVID-19 Ag Saliva Test performance. RT-PCT test was used as the comparator method in the study.
PCR

STANDARD Q
COVID-19 Ag Saliva Test

Positive

Negative

Total

Positive

18

0

18

Negative

1

73

74

Total

19

73

92

Sensitivity (N, 95% CI)

94.74% (18/19, 73.97% - 99.87%)

Specificity (N, 95% CI)

100% (73/73, 95.07% - 100%)

Table 3. STANDARD Q COVID-19 Ag Saliva Test performance against the PCR. - by Cycle Threshold

STANDARD Q
COVID-19 Ag Saliva Test

Positive (Ct ≤ 33)

Positive

PCR

16

Positive (Ct > 33)
2

Negative

0

Total

16

3

100% (79.41% - 100%)

33.33% (0.84% - 90.57%)

Sensitivity (95% CI)

1

WARNINGS AND PRECAUTIONS
1.
2.
3.
4.
5.
6.

Bring the kit contents and the specimens to room temperature 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 handling specimen.
Wear personal protective equipment, such as gloves and lab coats when handling kit reagents. Wash hands
thoroughly after the tests are done.
7. Clean up spills thoroughly using an appropriate disinfectant.
8. Handle all specimens as if they contain infectious agents.
9. Observe established precautions against microbiological hazards throughout testing procedures.
10. Dispose of all specimens and materials used to perform the test as bio-hazard waste. Laboratory chemical and
biohazard wastes must be handled and discarded in accordance with all local, state, and national regulations.
11. Desiccant in foil pouch is to absorb moisture and keep humidity from affecting products. If the moisture indicating
desiccant beads change from yellow to green, the test device in the pouch should be discarded.

LIMITATION OF TEST

1. The test procedure, precautions and interpretation of results for this test must be followed strictly when testing.
2. The test should be used for the detection of SARS-CoV-2 antigen in human saliva specimens only, other specimen
types have not been validated.
3. This test can not be used for quantifying SARS-CoV-2 antigen concentration.
4. Failure to follow the test procedure and interpretation of test results may adversely affect test performance and/
or produce invalid results.
5. The test result must always be evaluated with other data available to the physician.
6. A negative result may occur if the concentration of antigen in a specimen is below the detection limit of the test or
if the specimen was collected or transported improperly, therefore a negative test result does not eliminate the
possibility of SARS-CoV-2 infection, and should be confirmed by viral culture or molecular assay.
7. Positive test results do not rule out co-infections with other pathogens been validated with the assay.
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