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careUS™ COVID-19 IgM/IgG

A rapid diagnostic test for the detection of antibodies to SARS-CoV-2 in human whole blood, serum or plasma.

2. Venipuncture Whole Blood or Serum/Plasma Collection

a.  Human whole blood, serum or plasma is collected using a collection tube
containing anticoagulants (EDTA, heparin, or sodium citrate).

b. Serum and plasma samples are stored at 2-8°C for 5 days. For long-term
storage, store at -20°C. However, avoid multiple freeze-thaw cycles.

c.  Whole blood samples with anticoagulants are stored at 2-8°C and must
be tested within 3 days.

d. If possible, collect and test the fresh samples immediately.

e. Fortesting, transfer 10 L of a sample using the provided disposable
capillary pipette or micropipette. Then follow the test procedure.

Procedural Notes
*  Allow test cassettes, reagents, and specimens to warm up to room temperature
(15~30°C) before testing.
. Remove the careUS™ COVID-19 IgM/IgG test cassette from its foil pouch
immediately before testing.

e The careUS™ COVID-19 IgM/IgG kit IS INTENDED to be used only with human
whole blood, serum or plasma specimens.

1. Place cassette on a clean, flat surface after
removing from the pouch.

whole blood, serum or plasma

2. Write the patient’s ID on the cassette

3. Add 10 pL of the sample collected using the )
provided disposable capillary pipette to the 8 5 7
sample well “S”. ml/

4, Add 1 drop of Assay Buffer solution to ] Testline
the sample well “S” immediately after - Contralline
sample loading.

5. Startatimer. [ —

6. Read and interpret the test results after 10
minutes. Do not interpret the test result
before 10 minutes and after 15 minutes.
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Interpretation of Results
NOTE: The test result should not be read and interpreted after 15 minutes.
Do not interpret the result using any instruments.

NOTE: The color intensity in the test region will vary depending on the amount
of IgM and 1gG present in the sample. Any faint colored line(s) in the test
region(s) should be considered as positive.

1gM Positive: Two distinct lines appear.
One line next to “C” and the other line next to “M” indicates an
1gM positive result.
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1gG Positive: Two distinct lines appear.
One line next to “C” and the other line next to “G” indicates an
1gG positive result.

1gM/1gG Positive: Three distinct lines appear.
One line next to “C”, one line next to “G” and the remaining line
next to “M” indicates an IgM/IgG positive result.
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Negative: Only one line appears.
Only one line next to “C” indicates a negative result.

Invalid: No control line appears.
If the control line “C” is not visible,

the result is invalid. It is ¢ ¢ ¢
recommended that the specimen be G G G
re-tested. If the same invalid result M M M

persist, contact the manufacturer or
distributor before continuing the test.

Quality Control

Internal Quality Control: The careUS™ COVID-19 IgM/IgG test contains a built-
in internal procedural control included in the test cassette. A colored line
appearing in the control region (“C”) is designed as an internal procedural
control. The appearance of a procedural control line indicates sufficient flow
has occurred and the functional integrity of the test cassette was maintained. If
the reddish purple procedural control line does not develop at 10 minutes, the
test result is considered invalid. If the internal procedural control line did not
appear, please contact the manufacturer or distributor before testing patient
specimens.

Reproducibility
The reproducibility of this kit was evaluated by testing total 1,800 cassettes
of careUS™ COVID-19 IgM/IgG with three different lots at two different
sites for five different days, 2runs per day in triplicate with 5 test sample
panels by two operators. The test results showed 100% confirmation of the
expected results.

Repeatability
The Repeatability of this kit was evaluated by testing total 600 cassettes of
careUS™ COVID-19 IgM/1gG with one lot for 20 different days in triplicate,
2runs per day with 5 test sample panels. The test results showed 100%
confirmation of the expected results.
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Performance Characteristics
Cross-Reactivity/Class Specificity

Cross-Reactivity of the careUS™ COVID-19 IgM/IgG was evaluated by testing
each disease or infectious agent listed below and did not show any cross-
reactivity.
* Anti-Influenza A total antibodies * Anti-Dengue virus total antibodies
< Anti-Influenza B total antibodies « Anti-HIV total antibodies

¢ Anti-HCV total antibodies
« Anti-HBV total antibodies

* Anti-Syphilis total antibodies
* Anti-respiratory syncytial virus

Interference Substances

The impact of potentially interfering substances on the careUS™ COVID-19
1gM/IgG Serological Test was be evaluated. The interfering substances for testing
are listed below and did not interfere with careUS™ COVID-19 I1gM/IgG at the
following levels:

« 10 mg/mL Hemoglobin 0.4 mg/mL Bilirubin

e 15 mg/mL Triglycerides 60 IU/mL Sodium heparin
* 5.0 mg/mL Albumin human e 2.0 mg/mLEDTA

« 0.5 mg/mL Biotin ¢ 3.2% Sodium citrate

Clinical Performance

Out of 47 SARS-CoV-2 positive samples confirmed by the RT-PCR, the
careUS™ COVID-19 IgM/1gG detected 44 positive samples (93.6%)
« Percentage of SARS-CoV-2 IgM or IgG from 44 positive samples

- SARS-CoV-2 IgG 41/44 (93.2%)

- SARS-CoV-2 IgM 38/44 (86.4%)

Out of 50 SARS-CoV-2 negative samples confirmed by the RT-PCR, the
careUS™ COVID-19 IgM/1gG showed the specificity of 98.0%.

careUS™ COVID-19 Comparator (RT-PCR)
1gM/1gG kit Positive Negative Total
1gG+/IgM+ 35 0 35
Positive 1gG+/1gM- 6 0 6
1gG-/IgM+ 3 1 4
Negative 1gG-/IgM- 3 49 52
Subtotal 47 50 97
Positive Percent o o
. I: 82.8% — 97.8%
Agreement (PPA) 93.6% (95% Cl: 82.8% — 97.8%)
Negative Percent o o
X 1: 89.5% — 99.6%
Agreement (NPA) 98.0% (95% Cl: 89.5% — 99.6%)

Description of Symbol Used
Catalogue number

Lot Batch code

Contains sufficient for <n> tests

Temperature limitation
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‘ Manufacturer Consult instructions for use
E Use by Do not use if package is damaged
@ Single use IVD In-Vitro diagnostic medical device
N .
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AN Keep away from sunlight ? Keep dry
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