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Clinical Evaluation Report of

Cellex gSARS-CoV-2 IgG/IgM Cassette Rapid Test

1. Purpose

The purpose of this report is to provide information regarding the clinical performance of
the “Cellex qSARS-CoV-2 IgG/IgM Cassette Rapid Test’, compared to the already
well-established PCR system, present on world market.

2. Introduction
2.1 Description of gSARS-CoV-2 IgG/IgM Cassette Rapid Test

Cellex gSARS-CoV-2 IgG/IgM Cassette Rapid Test is a product for in-vitro analysis of
whole blood, serum and plasma, designed to deliver qualitative results for a panel of tests.
The resulting complex overflows a nitrocellulose membrane where the specific antigens
against IgG or IgM antibodies are immobilized on the test zone and forms the pink to
purple line at the “G” or “M” position of the window. The unreacted colloidal gold-labeled
antigens react with the antibodies on the control zone and forms the pink to purple line at
the “C” position of the window. The intensity and speed at which the color develops
depends on the concentration of 2019-nCoV IgG/IgM antibodies in the specimen. The
user can get the qualitative result by observing the G/M-line.

Result Interpretation

+ In addition to the presence of C band, if only G line is developed, the test result
indicates the presence of IgG anti- SARS-CoV-2 virus; the result is IgG positive or
reactive, suggesting late stage primary, early secondary or previous infection.

+ In addition to the presence of C band, if only M band is developed, the test indicates
for the presence of IgM anti-SARS-CoV-2 virus. The result is IgM positive or reactive,
suggesting a primary SARS-CoV-2 virus infection.

+ In addition to the presence of C line, both G and M lines are developed, the test
indicates for the presence of IgG and IgM anti-SARS-CoV-2 virus. The result is IgG
and IgM positive or reactive, suggesting current primary or early secondary
SARS-CoV-2 virus infection.

+ If only the C band is present, the absence of any burgundy color in the both test
bands (G and M) indicates that no anti-SARS-CoV-2 virus antibodies are detected.
The result is negative or non-reactive. However, a negative or non-reactive result
does not preclude the possibility of SARS-CoV-2 virus infection.A negative or
non-reactive result can occur if the quantity of antibodies for the SARS-CoV-2 virus
present in the specimen is below the detection limits of the assay, or the viruses have
undergone minor amino acid mutation in the epitope recognized by the antibody
utilized in the test.
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Product Lot # Manufacturer
gSARS-CoV-2 IgG/IgM
Cassette Rapid Test

20200131 Cellex Inc.

2.2 Intended Use

The Cellex gSARS-CoV-2 IgG/IgM Cassette Rapid Test is a lateral flow immunoassay for
the qualitative detection of 2019-nCoV IgM/IgG antibodies in serum, plasma or whole
blood specimens. It is intended to be used as a screening test and aid in the diagnosis of
SARS-CoV-2 viral infections. Any reactive specimen with the Cellex gSARS-CoV-2
IgG/IgM Cassette Rapid Test must be confirmed with alternative testing method(s).

3. Clinical Methods

3.1 Performance evaluation of an IVD medical device

Comparative method of Cellex gSARS-CoV-2 IgG/IgM Cassette Rapid Test is done
according to the established and standardized guideline NCCLS Evaluation Protocol.

3.2 Clinical Evaluation

Ninety-eight (98) positive serum or plasma samples collected from individuals who were
tested positive with an RT-PCR method for SARS-CoV-2 infection and were quarantined
in a makeshift hospital were used in this study. These patients, at the time of sample
collected, exhibited mild or no clinical symptoms. These samples, along with 180
negative serum or plasma samples collected prior to September 2019, were coded and
tested together with the gSARS-CoV-2 IgG/IgM Rapid Test.

Another 30 samples were collected from hospitalized individuals who were clinically
confirmed positive and exhibited severe symptoms. These samples, along with 70
negative serum or plasma samples collected prior to September 2019, were coded and
tested together with the gSARS-CoV-2 IgG/IgM Rapid Test.

A total of 378 samples were collected for this clinical evaluation test, of which 128
confirmed positive samples and 250 negative samples

Using the NCCLS Evaluation Protocol as a guideline, the following table provides the
suggested distribution of sample concentrations:

Sample will be used throughout the study period. The positive and negative coincidence
rate will be analysis as following.

Test Method Total
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+ -
Reference + a b atb
Method - c d c+d
Total a+c b+d a+b+c+d

Positive coincidence rate =a/(a+b)*100%
Negative coincidence rate =d/(c+d)*100%
Total coincidence rate =(a+d)/(a+b+c+d)*100%

3.3 Clinical Performance

The conclusion is as below. A very good coincidence rate was found between the two
methods. Of the 128 positive samples, one hundred twenty (120) were tested positive with
IgG or IgM or both lines.  Of the 250 negative samples, two hundred forty one (241) were
tested negative.

Taken together, the qSARS-CoV-2 IgG/IgM Rapid Test had a sensitivity and specificity of
93.75% (95% CI: 88.06-97.26%) and 96.40% (95% CI: 92.26-97.78%), respectively.

gSARS-CoV-2 IgG/IgM Rapid Test
IgG+ IgG- IgG+ IgG-
g g g g Sub
IgM+ IgM+ IgM- IgM-
PCR & Pos. 65 46 9 8 128
Clinical
Status Neg. 0 5 4 241 250
Subtotal 65 51 13 249 378

Positive coincidence rate =93.75%
Negative coincidence rate =96.40%
Total coincidence rate =95.50%

4. Conclusion

Method comparison shows good agreement between Cellex and comparative method.
Positive coincidence rate is 93.75%, Negative coincidence rate is 96.40%, and Total
coincidence rate is 95.50%.

The submitted information in this premarket notification is complete and supports a
substantial equivalence decision.
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APPENDIX A: TEST DATA OF CLINICAL EVALUATION
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