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1. Purpose
To investigate whether BIOCREDIT COVID-19 IgG/IgM Combo can detect neutralized

antibody.

2. Tested by & read by
1) Tested by: Kyu-hwa Yoon (R&D)
2) Read by: Se-chang Kwon (R&D)

3. Test date
Mar. 15. 2021

4. Materials and Methods
4.1 Materials
4.1.1. Test product

Table 1. Test product
Product Lot No. Mfg. date Cat No

BIOCREDIT COVID-19 IgG/IgM Combo H074002SD 2020.02.17 G62RHA25

4.1.2. Test materials

Table 2. Test specimen

Material Name Cat. No. Manufacturer
SARS-CoV-2 Vaccinated
COVID-19 TRINA
donor Serum, 20days after DVv1224
Positive serum BIOCREACTIVES AG

2nd vaccination

Negative Standard SARS-CoV-2 normal serum 8500 ABO pharmaceuticals

4.1.3. Test equipment

Table 3. Test equipment

: : : Calibration valid
Equipment Type Equipment No. Calibration date

date
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2~20 (L R-11-0002 2020. 05. 16 2021. 05. 15
10~100 ¢ R-11-0003 2020. 05. 16 2021. 05. 15
Micropipette
20~200 /£ R-11-0004 2020. 05. 16 2021. 05. 15
200~1000 w4 R-11-0005 2020. 05. 16 2021. 05. 15
Thermo-
N/A P-11-0058 2020.07.13 2021.07.12
hydrometer
4.2. Methods

4.2.1. Test condition
This test was conducted at Rapigen Biotechnology Research Institute, and the
temperature and humidity conditions were verified using a thermo-hydrometer.

Table 4. Test condition

Test site Temperature and humidity
Rapigen Minimum 17°C, 21% RH
Biotechnology
Maximum 20°C, 25% RH
Research Institute

4.2.2. Test method

To investigate whether BIOCREDIT COVID-19 IgG/IgM can detect neutralized antibody,
We used serum from 10 donors collected 20 days after 2nd vaccination (Moderna SARS-
CoV-2 vaccine).

» Add 10#¢ (serum) of specimen into the sample well (S) of each device using pipette.
+ Add 3 drops of assay diluent into the sample well (S) of the device.
* Read the result within 10~15 minutes.

5. Test result
5.1. Interpretation of results
1) Negative: The presence of only one red band at the control line (C) within the result

window indicates a negative result.
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2) Positive: Two bands appear, one red control line (C) and one or two black test line (G or
M) within the result window indicates a positive result.
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COVID-19 IgG Positive COVID-19 IgM Positive COVID-19 IgG & IgM Positive

3) Invalid: If the control line fails to appear within the result window or presence of only one
black band at the test line (T), the result is considered invalid.
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(™ ]

COVID-19
Ig M

5.2. Sensitivity criteria

The test line intensity was evaluated by referring to the Rapigen color chart (Figure 1).

¥ | Fila) £ s oH
H Mfg: 2021-02-01

R‘aplgen W PanTonEanc [ PANTONETSATC  LOT:

COLOR CHART o1 mevi Exp:

BT B1 B2 B3 B4 BS B6 Br B8 B9 B10 B B12 B13 B4 B1S

Figure 1. RapiGEN Color Chart. Strong positive (B11~B15); Medium positive (B6~B10); Weak positive
(B1~B5); Negative (Black trace (BT) or Not detected (-)).

5.3. Test result

As a result, serums from 10 donors were detected by BIOCREDIT COVID-19 IgG/IgM
Combo product (Table 5, 6).
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Table 5. Detection of neutralized antibody for COVID-19 IgG/IgM Combo (IgG)

Donor number
Lot No No.
1 2 3 4 5 6 7 8 9 10
1 B15 B15 B15 B15 B15 B15 B15 B15 B15 B15
H074002SD
2 B15 B15 B15 B15 B15 B15 B15 B15 B15 B15
Rate of positive 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%

Table 6. Detection of neutralized antibody for COVID-19 IgG/IgM Combo (IgM)

Donor number
Lot No No.
1 2 3 4 5 6 7 8 9 10
1 B2 B5 B1 B2 B1 B2 B2 B4 B4 B7
HO074001SD
2 B2 B5 B1 B2 B1 B2 B2 B4 B4 B7
Rate of positive 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%

6. Conclusions
As a result of test using serum and plasma samples from 10 donors who vaccinated

with Moderna, it is expected that BIOCREDIT COVID-19 IgG/IgM Combo can detect

neutralized antibodies.

7. References
10.1 Regulations on medical device licensing, notification and examination, KFDA, 2017

10.2 CLSI EP17
10.3 Guideline on COVID-19 /n vitro diagnostic devices licensing and examination, KFDA,

2020
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1.2 8500 normal serum CoA from ABO
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