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Qualitative Diagnostic Kit for Novel Coronavirus (2019-nCoV) IgM

【Product Name】

Antibody

General Name: Qualitative Diagnostic Kit for Novel Coronavirus (2019-nCoV) IgM
Antibody (ELISA)
【Packing Specifications】
96 T/kit, 480 T/kit
【Intended Use/Indications for Use】

This kit is used for the detection of the novel Coronavirus (2019-nCoV) IgM
antibodies in human serum samples in vitro and can be used as an auxiliary diagnosis
of novel coronavirus.

This test is only provided for use by clinical laboratories or to health care workers
for point-of-care testing, and not for at home testing.
【Test principle】

This product is composed of a coated plate (recombinant antigen), 2019-nCoV
IgM Antibody Enzyme Conjugate (horseradish peroxidase-labeled mouse anti-human
IgM monoclonal antibody), negative control, positive control, using the principle of
indirect method to detect the novel Coronavirus (2019-nCoV) IgM antibodies in
human serum.

This kit uses the principle of indirect method to detect the novel Coronavirus
(2019-nCoV) IgM antibodies in human serum. Add the samples that will react with
recombinant antigen of the coated plate forms a complex in the microwell and then
wash away the free components. Add 2019-nCoV IgM Antibody Enzyme Conjugate,
forms horseradish peroxidase-labeled mouse anti-human IgM monoclonal
antibody-antigen conjugate, wash away unbound conjugate.

The Chromogenic solution was added, and the horseradish peroxidase catalyzed
the Chromogenic solution, and then add the stop solution to determine the optical
density value (OD) of each sample tube. The OD value of the sample was positively
correlated with the IgM antibody concentration of the novel Coronavirus
(2019-nCoV), so as to detect the IgM antibody of the the novel Coronavirus
(2019-nCoV) in human serum.
【The main components】

Kit composition Specification Quantity Main
components

96
tests

480
tests

1 2019-nCoV IgM
antibody enzyme coated
plate

2 2019-nCoV IgM
Antibody Enzyme
Conjugate

96 tests/plate 1 plate 5 plates recombinant antigen

7mL/ vial 1 vial 5 vials Horseradish
peroxidase-labeled
mouse anti-human
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2019-nCoV IgM
3 Antibody Negative

Control

2019-nCoV IgM
4 Antibody Positive

Control

IgM monoclonal
antibody, murine

1mL/ vial 1 vial 5 vials Bovine serum
albumin

1mL/ vial 1 vial 5 vials Novel coronavirus
IgM antibody,
Humanized
recombinant
monoclonal antibody

5 Concentrated solution 25mL/vial 1 vial 5 vials Tris，Tween20
6 Sample diluent 30mL/vial 1 vial 5 vials NaCl, ProClinTM300,

The components of different batches of the kit cannot be used interchangeably.
【Storage and stability】
Store at 2 ~ 8℃, the expiry date is 12 months.
The reagent is assured for 30 days after opening.
The date of manufacture and the expiry date indicated on the product label.
【Applicable instruments】
Microplate Reader
【Sample preparation】
◆Fasting serum sample.Blood is collected using the separation gel blood-collecting
vessel, and the blood is centrifuged after complete coagulation for 15minutes at
4000rpm. 56℃ water bath or oven inactivation 45 minutes±5 minutes. Samples
can be stored for 7 days at 2 ~ 8℃, and can be stored for a long time at -20℃ and
below, and avoid repeated freeze thaw cycles.
◆ Jaundice (bilirubin <0.2mg / mL), hemolysis (hemoglobin <5mg / mL) and
hyperlipidemia samples (triglyceride <10mg / mL) do not affect the determination,
but attention should be paid to accuracy when sampling.
◆ Microbiologically contaminated samples cannot be used for determination.
【Testing Method】
◆ Preparation of reagents
1 Equilibrate the components of the kit at room temperature (18-25℃) for 30 minutes.
2. Wash buffer preparation: Dilute 25mL of the concentrated solution (20×) with
475mL of distilled or deionized water to prepare 500mL of wash buffer (1×). If the
concentrated solution has crystals, it can be placed at room temperature or 37℃ until
the crystals are dissolved and then diluted.
◆ Analysis process
1 Sample processing:Take 285L sample diluent add 15L sample, mix with vortex

Tris, 1%BSA
7 Chromogenic solution A 7mL/vial 1 vial 5 vials Urea hydroperoxide
8 Chromogenic solution B 7mL/vial 1 vial 5 vials TMB
9 Stop solution
10 Cover sheet

7mL/vial 1 vial
2 pieces

5 vials
10 pieces

H2SO4
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mixer for 5 seconds, and stand for 15 minutes to start the experiment. The processed
samples are suitable for Qualitative Diagnostic Kit for Novel Coronavirus
(2019-nCoV) IgG Antibody and Qualitative Diagnostic Kit for Novel Coronavirus
(2019-nCoV) IgM Antibody.
2. Take out an appropriate amount of coated plates according to the needs of the
experiment. Set up 2 wells for each of positive control and negative control, 1 well for
blank well, and the rest are wells for testing.
3. Add 50L processed samples or negative, positive control,reserved blank control.
4. Gently shake by hand or machine for 10 seconds, mix well, cover the plate well
with a cover sheet and incubate for 30 minutes at 37 ° C.
5. Remove the cover sheet, aspirate or pour out the reaction solution, add the wash
buffer and wash it once. The amount of the wash buffer is not less than 300L per
well, and the soaking time is 10 seconds. Aspirate or pour out the lotion and pat it dry
or wash with a plate washer.
6. Add 50L Novel Coronavirus IgM Antibody EnzymeConjugate.
7. Gently shake by hand or machine for 10 seconds, mix well, cover the plate well
with a cover sheet, and incubate for 30 minutes at 37 ° C.
8. Remove the cover sheet, aspirate or pour out the reaction solution, add the wash
buffer and wash it five times. The amount of the wash buffer is not less than 300L
per well, and the soaking time is 10 seconds. Aspirate or pour out the lotion and pat it
dry or wash with a plate washer.
9. Add 50 μL of chromogenic solution A and chromogenic solution B to each well,
and incubate for 15 minutes at 37 ° C.
10. Add 50 μL stop solution to each well, and select the ELISA 450 nm to detect the
OD value.
◆ A brief description of the experimental process is shown in the table below.

Control well Sample well Blank well

Contrast 50L — —

Processed sample — 50L —

Blank — — —

Incubate 30 minutes at 37 ° C . Aspirate and.wash five times,pat dry
2019-nCoV IgM Antibody

Enzyme Conjugate
50L 50L —

Incubate 30 minutes at 37 ° C . Aspirate and.wash five times,pat dry

Chromogenic solution A 50L 50L 50L

Chromogenic solution B 50L 50L 50L

Incubate 15 minutes at 37℃

Stop solution 50L 50L 50L

ELISA 450 nm detect the OD value

◆ Pay attention during the experiment
1. Avoid foaming when mixing reagents.
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2. Chromogenic solution A, B should avoid direct light.
3. The kit should not be placed at room temperature for a long time. It should be
stored at 2~8℃ and used within the expiration date.
4. The experimental result is related to the COV and is the basis for judging the result.
Therefore, the sample must be measured simultaneously with the negative control and
the positive control during the experiment.
◆Quality control
Positive control OD value ≥0.5

【Positive judgement value】
◆ Based on the test results of 700 healthy human serum samples and statistical
analysis of the percentile method, the results of 2019-nCoV IgM antibody negative
samples showed a skewed distribution.
COV：cut-off value reference
Reference value of 97.5% confidence interval (COV) = mean OD of positive control
× 0.1 + mean of OD of negative control
◆ When COV <0.105, calculate as 0.105.
◆ Each laboratory should establish its own positive judgment value from the strictly
screened population. The above positive judgment value is for reference only.
【Interpretation of the test results】
◆ Sample S / COV: The ratio of the sample OD value to the COV (S is the ODvalue
of the sample to be measured).
◆ Negative judgment: the sample OD < COV, the sample S / COV < 1.0, and the test
result is negative.
◆ Positive judgment: the sample OD≥ COV, the sample S / COV≥ 1.0, the test
result is judged as positive.
【Limitations】
◆ This reagent is only used for the detection of human serum samples, and the
reliability of the the novel Coronavirus (2019-nCoV) IgM antibody detection in other
body fluid samples has not been fully confirmed.
◆ The test results of this kit are not the only confirmatory indicators of clinical
indications. The clinical diagnosis needs to be specifically analyzed in combination
with other test indicators and clinical manifestations.
◆ IgM antibody positive occurred at the primary infection, and IgM reactivity was
also seen in the secondary infection.
◆ Samples from patients with impaired immune function or immunosuppressive
treatment may interfere with the reagents.
◆ Due to the limitation of the ELISA reaction principle, the negative test result of
this reagent does not exclude the possibility of 2019-nCoV infection. In the early
stage of infection, a lack of IgM production or a low titer can lead to false negative
results. When the S/CO value is between 0.7 and 1, it is recommended to collect
patients samples again after 3 to 5 days, and test them together with the samples
collected last time to confirm whether there is serological positive transfer or
significantly increased titer.
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◆ This reagent is a qualitative test and cannot be used to determine antibody content.
【Performance Characteristics】
◆ Negative reference product compliance rate: Test 20 corporate negative reference
products (N1-N20) without false positives, and the negative reference product
compliance rate is 20/20;
◆ Positive reference product compliance rate: Test 10 corporate positive reference
products (P1-P10) without false negatives, and the positive reference product
compliance rate is 10/10;
◆ Minimum detection limit: The corporate detection limit reference productsL1-L4
should be tested. L1, L2, and L3 should be positive, and L4 should be negative;
◆ Within-run precision: The three reference products with different levels of
precision in the reference products of the testing enterprise should meet the following
requirements:
(1) Precision reference N: The negative detection rate should be 100% (n = 20);
(2) Precision reference L: The positive detection rate should be 100% (n = 20);
(3) Precision reference CV: The positive detection rate is 100%, and the CV is ≤8%
(n = 20).
◆ Between-run precision: The precision reference product CV in the reference
product of the testing enterprise should have a positive detection rate of 100% and CV
≤ 10%.
◆ Cross-reactivity and interference:
1. Other disease effects: There is no cross-reactivity of the antibodies of the endemic
human coronavirus (HKU1, NL63, OC43, 229E), influenza A virus, influenza Bvirus,
respiratory syncytial virus, rhinovirus, adenovirus, enterovirus, EB virus, measles
virus, human cytomegalovirus , Rotavirus, norovirus, mumps virus, varicella-zoster
virus, mycoplasma pneumoniae.
2. Rheumatoid factor effect: 1500IU / mL rheumatoid factor has no significanteffect
on the test results.
3. Antinuclear antibodies, antimitochondrial antibodies, and HAMA had nosignificant
effect on the test results.
4. Histamine hydrochloride, alpha-interferon, zanamivir, ribavirin, oseltamivir,
paramivir, lopinavir, ritonavir, abidol, levofloxacin, azithromycin, cephalosporin
Trisone, meropenem, tobramycin, the above common drugs had no obvious effect on
the test results.
5. Non-specific IgM antibody (≤4.8g / L) and non-specific IgG antibody (≤38.8g / L)
showed no interference in the detection of this kit.
◆ Hook effect: No strong hook effect was detected in the strong positive sample (1:
16384).
◆ The minimum detection limit and repeatability of 10 2019-nCoV novel
coronavirus clinical positive serum samples were studied, and the results met the
requirements.
◆ After the specific IgM antibody positive samples were destroyed by β
-mercaptoethanol, the IgM antibody test result was negative.
◆ Class Specificity: 10mMDTT was added to 3 IgM positive samples, and high
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concentration IgG positive antibodies were added respectively. As a result, IgM was
detected as negative. Analysis of IgM and specific IgG did not cross-react.
◆Clinical evaluation: The clinical trial of this product is based on the clear diagnosis
/ exclusion criteria of the diagnosis and treatment of pneumonia in the the novel
Coronavirus (2019-nCoV) infection. The clinical research was carried out in 4
institutions. There were 684 cases, including 282 confirmed cases and 402 excluded
cases. The clinically evaluated sample type was serum. The test results show that the
clinical sensitivity of this product was 88.30%（95%CI：83.96~91.81%）, and the
specificity was 98.50%（95%CI：97.21~98.94%）; and the clinical sensitivity was
94.33%（95%CI：90.95～96.72%）, specificity was 97.50%（95%CI：96.21～97.94%）

when it was used in combination with Bioartron Diagnostics Inc Qualitative Diagnostic
Kit for Novel Coronavirus (2019-nCoV) IgG Antibody (ELISA). After preliminary
evaluation, it is basically confirmed that the clinical performance of the product can
meet the emergency needs of epidemic situation. Further clinical data will be collected
to confirm the clinical performance of the product after its release.

Clinical Diagnosis Total
Confirmed
COVID-19
positive

Confirmed
COVID-19
negative

Qualitative
Diagnostic kit for

the novel
Coronavirus
(2019-nCoV)
IgMAntibody

Positive 249 6 255

Negative 33 396 429

Total 282 402 684

【Warning and Precautions】
◆ This kit is only used for in vitro diagnosis, and should not be used for other
purposes.
◆ Please reasonably store and use reagents strictly in accordance with the
instructions.
◆ The components of different batches of the kit cannot be used crosswise.
◆ The samples must be collected and stored correctly. The samples shouldbe
collected in the morning on an empty stomach. Avoid severe hemolysis. Avoid
bacterial contamination during collection and separation.
◆ Serum raw materials HBsAg, anti-HCV, anti-HIV, anti-TP used in the preparation
of this kit were negative (using NMPA-approved experimental methods). However,
because there is no clear test method that can guarantee that negative samples will not
appear HBsAg, anti-HCV, anti-HIV, anti-TP and other infectious viruses, all
substances from the human body should be treated as infected sample and operated in
accordance with relevant laboratory specifications and requirements issued by the
Ministry of Health, the Ministry of Science and Technology, and the State Drug
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Administration.
◆ Due to methodologies or antigen specificity in determination of 2019-nCoV IgM
antibodies, the use of reagents from different manufacturers on the same sample may
result in different results.Therefore, in the monitoring process, the results obtained by
testing with different reagents should not be directly compared with each other, so as
not to cause erroneous medical interpretations; the test report issued to the clinician
by the laboratory indicates the characteristics of the reagents used.
◆ The biological preservative contained in this kit may cause allergic reactions.
Avoid contacting the reagents with the skin. Rinse thoroughly with water after
contact.
◆ Avoid operating in environments with volatile substances and hypochlorous acid
disinfectants (such as 84 disinfectant).
◆ Not for the screening of donated blood.

【DESCRIPTION OF SYMBOLS USED】
The following graphical symbols used in or found on Qualitative Diagnostic Kit for
Novel Coronavirus(2019-nCoV) IgM Antibody are the most common ones appearing
on medical devices and their packaging. They are explained in more detail in the
European Standard EN 980:2008 and International Standard ISO 15223-1:2007.

Key to symbols used

Temperature
limitation

In vitro diagnostic
medical device

Batch code
Authorized

representative in the
EuropeanCommunity

Thank you for purchasing Qualitative Diagnostic Kit for Novel Coronavirus
(2019-nCoV) IgM Antibody(ELISA).
Please read this manual carefully before operating to ensure proper use.

SUNGO Europe B.V.
Add: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
Tel/Fax: +31（0）2021 11106
E-mail: ec.rep@sungogroup.com

Bioartron Diagnostics Inc
Add: 103-8988 Fraserton Court Burnaby, BC, V5J 5H8 Canada
Tel:+1 604 813 6106
Website:www.bioartron.com

http://www.bioartron.com
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