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0. Revision history

Revision History

Rev.O 2020. 03. 02 Release of the product description for Acco COVID-19 IgM/IgG
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1. COMPANY PROFILE
We are an established IVD (In-Vitro Diagnostics) development and manufacturing
company in Malaysia . Our company has been granted pioneer status by the
Malaysian Government. Our company was formed in 2010 and its management team
consists of highly experienced personnel in wide ranging field like manufacturing,
marketing, finance and R&D . Our company’s core is to promote health and well
being of mankind via fast and accurate diagnostic of disease, with this competency
patients can be given detailed test, early treatment and medical care.
We engaged in R&D based on NanoTechnology.

2. General description of the device

2.1. The name of the device
Acco COVID-19 lgM/IgG

2.2. The variants

Product Name Contents Number
Acco COVID-19 IgM/IgG test device 20 ea
Acco COVID-19 _
lgM/lgG Assay buffer in dropping botlle 1ea
- Cat No ACOV2015 Capillary tube Tor sample loading 20 ea
Instructions for use 1 sheet
Accobiolech page 3of 9
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2.3. Components

Cat.No. ACOV2015

Technical File

S ; CAS
Name Composition Quantity WiRaT
Mouse-gold conjugate QS N/A
Anti-human IgM-gold conjugate Qs N/A
Anti-human lgG-gold conjugate QS N/A
Test Strip Anti-mouse 1gG Qs N/A
Recombinant o
COVID-19 NP e i
Absorbance pad Qs N/A
Conjugation pad QS N/A
Nitrocellulose membrane Qs N/A
Test Device Poly Ethylene N/A N/A
Others Silica gel N/A N/A

2.4. Classification of the product

EDMA code: 15 04 80 90 00 Other Viral Antigen/Antibody Detection

IVDD Classification: Others
(Neither Listed in Annex Il of IVDD, nor self-testing device)

2.5. Additional special equipment

N/A

2.6. The microbiological state if appropriate

N/A

3. A Short description of the intended use and operation of the device,

containing;

3.1. Intended use

Acco COVID-19 IgM/IgG device is a chromatographic immunoassay kit for the rapid and
differential detection of immunoglobulin M (IlgM) and immunoglobulin G (IgG) against

COVID-19 using serum, plasma and whole blood.

3.2. History of the product

Severe acute respiratory syndrome coronavirus 2 (SARS-CaV-2), previously known by

Accobiotech
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the provisional name 2019 novel coronavirus (2019-nCoV), is a positive-sense single-
stranded RNA virus. It is contagious in humans and is the cause of the ongoing 2019-20
coronavirus outbreak, an epidemic of coronavirus disease 2019 (COVID-19) that has been
designated a Public Health Emergency of International Concern by the World Health
Organization (WHO).

SARS-CoV-2 has close genetic similarity to bat coronaviruses, from which it likely
originated. An intermediate reservoir such as a pangolin is also thought to be involved in
its introduction to humans. From a taxonomic perspective SARS-CoV-2 is classified as a
strain of the species severe acute respiratory syndrome-related coronavirus (SARSr-CoV).
To avoid confusion with the disease SARS, the WHO sometimes refers to the virus as
"the virus responsible for COVID-19" in public health communications.

Coronavirus disease 2019 (COVID-19) is an infectious disease caused by severe acute
respiratory syndrome coronavirus 2 (SARS coronavirus 2 or SARS-CoV-2), a virus closely
related to the SARS virus. The disease was discovered and named during the 2019-20
coronavirus outbreak. Those affected may develop a fever, dry cough, fatigue, and
shortness of breath. A sore throat, runny nose or sneezing is less common, Cases can
progress to pneumonia and multi-organ failure.

The infection is spread from one person to others via respiratory droplets produced from
the airways, often during coughing or sneezing. Time from exposure to onset of symptoms
is generally between 2 and 14 days, with an average of 5 days. The standard method of
diagnosis is by reverse transcription polymerase chain reaction (rRT-PCR) from a
nasopharyngeal swab or sputum sample, with results within a few hours to 2 days.
Antibody assays can also be used, using a blood serum sample, with results within a few
days. The infection can also be diagnosed from a combination of symptoms, risk factors,
and a chest CT scan showing features of pneumonia.

Hand washing, maintaining distance from people who are coughing and not touching
one's face with unwashed hands are measures recommended to prevent the disease.[26]
It is recommended to cover one's nose and mouth with a tissue or a bent elbow when
coughing. Those who suspect they carry the virus are recommended to wear a surgical
face mask and seek medical advice by calling a doctor rather than visiting a clinic in person.
Masks are also recommended for those who are taking care of someone with a suspected
infection but not for the general public. There is no vaccine or specific antiviral treatment,
with management involving treatment of symptoms, supportive care, and experimental
measures. The case fatality rate is estimated at between 1% and 3%.

The WHO has declared the 2019-20 coronavirus outbreak to be a Public Health
Emergency of International Concern (PHEIC). As of 29 February 2020, China, Hong Kong,
Iran, Italy, Japan, Singapore, South Korea and the United States are areas having
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evidence of community transmission of the disease.

4. Measures to protect personnel
- Wear disposable powder-free gloves and lab coals
- No drinks or foods in working place
- Trained personnel use only
- Other general precautions are listed in the user's manual.

5. Protocol

51. Materials provided
Acco COVID-19 IgM/lgG contains the following items:

Contents No of N
e Acco COVID-19 IgM/IgG test device 20 ea
Assay buffer in dropping bottle 1ea
Capillary tube for sample loading 20 ea

Instructions for use 1 sheet

5.2. Specimen collection, storage and precaution
(1) Specimen to be tested should be obtained and handled by standard methods for their

collections.

(2) Serum: Allow the blood to clot, then centrifuge to separate the serum.

(3) Plasma: Collect the whole blood into the tube containing anticoagulants such as heparin,
citrate, or EDTA. Centrifuge the blood and separate the plasma.

(4) Whole blood: whole blood should be collected over heparin, citrate, or EDTA. Mix the
blood by inversion and use it to the test. If fingertip blood is used to the test, prick the
finger and collect the blood by a capillary tube. And then, load the blood onto the sample
wall (8) of the test device.

(5) All specimens should be tested as soon as early they are prepared. If necessary, they
may be stored at 2-8°C for up o 24 hours or at -20°C for longer periods.

5.3. Test procedure

Accobiolech page 6ol 9
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(1) Place all specimens, test devices, and assay solution at room temperature prior to testing
(15min).

(2) [Capillary tube use] Using a capillary tube, add 10 pl of serum/plasma or load 20 pl of
whole blood up to black line into the sample well (8).
[Micropipette use] Add 10 ul of serum/plasma or load 20 pl of whole blood into the sample
well (S) directly. Add 3 drops (approx. 100 pl) of assay solution into the buffer well (S) in
the device.

(3) After 10 minutes, interpret the test results.
Please do not read the results after 10 minutes of this testing.

<Assay Procedure>

Add 10 gl of serum/plasma or Add 3 drops (~100 z£) 10 min Reading
load 20 x£ of whole blood of assay buffer

.

5.4, Reading and interpretation of results

[Qualitative reading]

(1) Negative: ONLY one band in the control line (C). No COVID-18-specific IgM and 1gG
were detected. Re-test in 3-5 days if COVID-19 is suspected.

(2) IgM Positive: two bands appear in the test line (T) and control line (C) in the left side of
device.

(3) 1gG Positive: iwo bands appear in the test line (T) and control line (C) in the right side of
device.

(4) 1gG and IgM Posilive: each two bands appear in the test line (T) and control line (C) in
both side of device.

Accobiolech page 7 of 9

This confidential document is the property of Acco and shall not be reproduced, distributed, disclosed or used without the
express wiillen consent of Aceobiolech..




Doc. Na. Acco-TCF-100-01/ Rev, No.O
{ 7 ACCOBIOTECH SDN. BHD (925954-V)
é\] No. 11 Jalan Bukit 27, Masai Industrial Park,
Bandar Serl Alam, 81750, Masai, Johor, MALAYSIA
ACCOi H( ][(1( h Tel: +607-382 1077, Fax :+607-3821717

Technical File

(5) 5. Invalid result: If at 20 minutes, the red band does not appear in the control line (C), the
result is considered invalid. If the test is invalid, a new test should be performed with a

new patient specimen and a new test device.

[Use quantitative Analyzer]
(1) Using Confiscope G20 is optional.
(2) Please refer to the instructions for use in analyzer package.
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Negative lgM lgG lgM/lgG Invalid
Positive Positive Positive

\_ Y,

5.5. Storage and expiration
(1) Acco COVID-19 IgM/igG should be stored between 2 to 30°C (35.6 to 86°F).
(2) Expiration date of this kit is 24 months after its manufacture date.

5.6. Limitations of the method
Acco COVID-19 IgM/IgG is designed for primary the screening of IgM and IgG antibodies

against COVID-19. This kit can provide a fast and simple results but, do not completely
exclude the possibilities of false positive or false negative results caused by various factors.
For confirmation, please make a final decision with clinical symptoms, other testing resuilis,

and doctor's assessment, collectively,

5.7. Precautions

1. For in vitro diagnostic use only. Do not use after expiry date.
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2. Do not eat, drink or smoke in the area where the specimens or kits are handled.

3. Do not use test if pouch is damaged.

4. Handle all specimens as if they conlain infectious agents. Observe established precautions
against microbiological hazards throughout the procedure and follow the standard
procedures for proper disposal of specimens.

6. The used test should be discarded according to local regulations.

6. Keep ouf of the reach of children.
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0. Revision history

Revision History
Rev. O 2020, 03. 02 Release of the product description for the Acco
COVID-19 1gM/lgG
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1 Performance Evaluation Plan

1.1 Purpose
To confirm the performance and effectiveness of Acco COVID-19 IgM/igG through the
performance evaluation test and clinical trial designed with reference to the CLSI guideline

1.2 Responsibility
- Test specialist name : Lee Jihoo at the Acco Biotech Institute
- Team leader/first reviewer : Jeidi Moon at the Acco Biotech Institute.

1.3 Test guidance / regulation documents
- Acco Inc.’s performance evaluation test guide document for diagnostic kit
- European harmonised standard EN13612:2002 and EN23640:2015,
- NCCLS (EP17-A2, EP06-A, EPO7-A2, MM17-A, EP05-A3, EP12-A2, EP10-A3, EP09-A2)

1.4 Information of the test diagnostic kit
- Kit name : Acco COVID-19 IgM/IgG
- Catalog No. : COVI025
- Batch No: 3 Lots (FJ001, FJ002, FJOO3)

1.5 Intended use
Acco COVID-19 IgM/lgG device is a chromatographic immunoassay kit for the rapid and
differential detection of immunoglobulin M (lgM) and immunoglobulin G (IgG) against COVID-

19 using serum, plasma and whole blood.

1.6 Information of instruments
Not applicable

1.7 Information of specimen
Human serum, plasma and whole blood
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1.8 Test Design

Test ltem Eﬁﬁ?}r:;w for Test
Analytical Sensitivity | Limit of Detection EP17-A2
; i Cross Reactivity EPO7-A2
Analytical Specificity BT VIVITTA
Interfering substance EPO7-A2
Whole system failure rate EP05-A3
Precision assay EP05-A3
Inter-Operator EP05-A3
Reproducibility assay | Intra-Instrument EP05-A3
Inter-batch EP05-A3
St asigtion Diagnostic sensitivity EP12-A2
Diagnostic specificity EP12-A2
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2 Anlytical performance evaluation

2.1 Anlytical Sensitivity / Reference Material

2.1.1Protocols

- Material:
No Serial dilution
M1 1x IgM
M2 1/2x IgM
M3 1/4x IgM
M4 1/8x IgM
M5 1/16x IgM
M6 1/32x IgM
M7 1/64x IgM
M3 1/128x IgM
M9 1/256x lgM
G1 1x 1gG
G2 1/2x 1gG
G3 1/4x 1gG
G4 1/8x 1gG
G5 1/16x 1gG
G6 1/32x 1gG
G7 1/64x 1gG
G8 1/128x 1gG
G9 1/256x 1aG

- Method: Material spiked in matrix

- No. of tests: single per sample

- Test Kit: Acco COVID-19 IgM/gG (Lot No.:FJ0O1)

- Protocol: Followed by Acco COVID-19 IgM/IgG manual

- Test guidance : Evaluation of Detection Capability for Clinical Laboratory Measurement
Procedures; Approved Guideline - Second Edition EP17-A2

Accobiolech
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- Result analysis
Lot Smaple (o b
S : FJ001
Serial diiutio &/GO)
M1 1x IgM 9.23 Pos
M2 1/2x IgM 8.08 Pos
M3 1/4x IgM 7.48 Pos
M4 1/8% IgM 5.77 Pos
M5 1/16x IgM 4.31 Pos
M6 1/32x IgM 3.00 Pos
M7 1/64x IgM 1.84 Pos
M8 1/128x IgM 1.66 Neg
M9 1/256x IgM 0.79 Neg
Lt G1 1x1gG 962 | Pos
G2 1/2x 19G 8.11 Pos
G3 1/4x 1gG 7.25 Pos
G4 1/8x 1gG 5.85 Pos
G5 1/16x 1gG 4.44 Pos
G6 1/32x 19G 268 Pos
G7 1/64x 1gG 167 Yhe |
G8 1/128x IgG 157 Pos
G9 1/256x 1gG 0.85 Neg
s/co: signal per cut-off, Pos: positivie result, Neg: negative result
2.1.2 Conclusion

As shown in the result tables, Acco COVID-19 IgM/lgG* LoD was 1.84 s/CO for 1gM
and 1.57 s/CO for 1gG.

2.2 Analytical Specificity
2.3 Analytical Specificity(Interfering substances testing)

Accobiolech
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2.3.1Protocols

- Material: :
Sample name Titer, s/CO
NC(Negative control) <1.0
Low titer of PM(LPM) 1.84~2.0
Low titer of PG(LPG) 1.60~2.0 -

- Method: Material spiked in matrix

- No. of tests: single per sample

- Test Kit: Acco COVID-19 IgM/IgG (Lot No.:FJ001)

- Protocol: Followed by Acco COVID-19 IgM/IgG manual

- Test guidance : Interference Testing in Clinical Chemistry ; Approved Guideline-Second
Edition, EP07-A2, NCCLS

2.3.2Results

Sample Compound | Concentration{ma/dL) Only Positive | Negative |

name positive | sample + | sample +
sample Material | Material

S|PlI8[P]S|P

NC - - - - - -
LPM K2 EDTA 540 mg/dL | o+ | |+ |+ +
LPG + + + + + +
NC - - - - - -
LPM Citrate 327 Mime + *. | o + * +
LPG + ] - + + +
NC - - - - - -
LPM Heparin 3 Ku/dL ) D I O
LPG Rl N I O I O
NC - - - - - -
LPM Hemoglobin 200 mg/dL + |+ |+ |+ | + | +
LPG S I S + +
NG - - - - - -
LLPM Cholesteral 500 mg/dL + |+ | + + + +
LPG B (S T [
NC - - - - - -
LPM Alburnin 14.7 g/dL o ) O s 8 O
LPG + + + + + +
NC - - - - - -
~_LPM™ Bilirubin 26 mg/dL o ) N
LPG + + + + + +

S:serum P:Plasma +: Positive signal  -: Negative siganl
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2.3.3 Conclusion

No positive, smearing and/or negative interference due to each material test was
not observed.

2.4 Cross-reactivity
2.4.1Protocols

Material: The following table list

No. of tests: single per sample

Test Kit: Acco COVID-19 IgM/lgG (Lot No.:FJ001)

Protocol: Followed by Acco COVID-19 IgM/lgG manual

Test result: No cross reactivity was observed for any of virus tested etc.

2.4.2Result
Organism Conc.(pfu/ml) Results
229E (alpha coronavirus) 2.5x105 “
QC43 (beta coronavirus) 2.2x10° -
2.4.3Conclusion

Other pathogens cell should not be affected 1o ils reactions.

2.5 Whole System Failure

2.5.1 Protocols

Test purpose: To determine the variation for multiple resulls of samples (same
concentration)

Material: each sample spiked in matrix. Samples concentration belew under table.

Sample name Titer , s/ICO

NC(Negative control) <1.0

Low titer of PM(LPM) 1.84~2.0

Low titer of PG(LPG) 1.60~2.0 ]

No. of Tests: singal per run, 100 tests
Test Kit: Acco COVID-19 IgW/IgG (Lot No.:FJ001)
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- Protocol: Followed by Acco COVID-19 IgM/IgG manual

- Test guidance: Evaluation of Precision Performance of Quantitative Measurement
Method ; Approved Guideline-Second Edition, EP05-A3, NCCLS

2.5.2Results
- Whole System Failure : Results was determined within intensity
- Whole system Faliure rate= 0%(False nagative detection number 0/100 tests)

Sample name Sepcimen Tests(n) False nagative
(n)
NC Serum 0 0
Plasma 0 0
LPM Serum 100 0
Plasma 100 0
2.5.3Conclusion

100 sample were detected at Whole system Failure test

2.6 Precision assay

2.6.1 Protocols

Test purpose: To determine the variation for multiple results of samples (same
concentration)

- Material: each sample spiked in matrix. Samples concentration belew under table.
Sample name Titer, s/CO
NC(Negative control) <1.0

Low titer of PM(LLPM) 1.84~2.0
High titer of PM(HPM) >20

Low titer of PG(LPG) 1.60~2.0
High titer of PG(HPG) >2.0

- No. of Tests: Triplicates per run, 2 run a day; 5 days
- Test Kit: Acco COVID-19 IgM/lgG (Lot No.: FJ001, FJ002, FJ003)
- Protocol: Followed by Acco COVID-19 IgM/IgG manual
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Technical File
- Test guidance: Evaluation of Precision Performance of Quantitative Measurement
Method ; Approved Guideline-Second Edition, EP05-A3, NCCLS

2.6.2Results
- Precision : Results was determined within intensity

Lot No. FJooq

sﬂamg le Day1 Day2 Day3 Day4  Dayb

Repeat 1 2 1 2 1 2 1 2 1 2
NC - - - - 4 = = = - -
LPM + + + + + + + + + +
HPM + + + + + + + + + +
LPG + + + + + 4 + + + +
HPG + + + + + + + + + +

HPM + + e + + + + + + +
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LPG T + - + + + + + + +
HPG + + + + + + + + + +

Positive signal: + Negative signal: -

2.7 Reproducibility / Inter-Operator

2.7.1 Protocols

Test purpose: Experiment was performed by different operators within one

laboratory)

- Material; each sample spiked in matrix. Sample concentration belew under table.
Sample hame Titer, s/CO
NC(Negative control) <1.0

Low titer of PM(LPM) 1.84~2.0
High titer of PM(HPM) >20

Low titer of PG(LPG) 1.60~2.0
High titer of PG(HPG) >2.0

- No. of Tests: Duplicates per run, 2 run a day; 5 days
- Test Kit: Acco COVID-~19 IgM/IgG (Lot No. : FJ001)
- Protocol: Followed by Acco COVID-19 IgM/IgG manual

- of Quantitative Measurement Method ; Approved Guideline-Second Edition, EP05-
A3, NCCLS

2.7.2Test Result

- Results was determlned within inienslly

N AT T R &
Samp!e name Operator 1 Operator 2
Repeat 1 2 1 2
NC - - - 2
LPM + + + +
HPM + + + +
LPG + + + +
| HPG + + + +
Accabiolech page 11 of 214
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Sample name Operator 1

Technical File

Operator 2

-
h

Repeat

NC - -

LPM

HPM

LPG

|+ +]F

HPG

e

' ‘Sample name Operator 1 Operator 2
Repeat 1 2 1 2
NC - - - -
LPM T + + -
HPM + + + +
LPG + + + +
HPG + + + +

“Sample name Operator 1 Operator 2
Repeat 1 2 1 2
NC . 5 . ;
LPM + * + +
HPM 5 -+ ey +
PG * + n +
HPG + + e o+

" Sample name Operator 1
Repeat 1 2 1 2
NC - - - -
LPM + + + +
HPM + + + +
LPG + + + +
HPG + h + +
Positive Signal: + Negative signal: -

2.8 Reproducibility / Inter-site
Accoblotech page 12 of 21
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2.8.1 Protocols

Test purpose: Experiment was performed by different sites within two laboratory

Material: each materials spiked in matrix. Material concentration belew under table.
Sample name Titer, s/CO
NC(Negative control) <1.0

Low titer of PM(LPM) 1.84~2.0
High titer of PM(HPM) >20

Low titer of PG(LPG) 1.60~2.0
High titer of PG(HPG) >2.0

- No. of Tests: Duplicates per run, 2 run a day; 5 days
- Test Kit: Acco COVID-19 lg/IgG (Lot No. : FJ001)
- Protocol; Followed by Acco COVID-19 IgM/IgG manual

- Test guidance: Evaluation of Precision Performance of Quantitative Measurement
Method ; Approved Guideline-Second Edition, EP05-A3, NCCLS

2.8.2Test Result
- Results was determined within intensity

| SRR U DRYALS

Sample name Site 1

Repeat 1 2 1 2
NC - - - -
LPM + + + +
HPM + -+ & +
LPG * + F +
HPG =5 + + ¥

[

Sample name

Repeat 1 2 1 2
NC - - - -
LPM 1 + v +
HPM + * + +
LPG + + + +
HPG + + + +
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]

Sample name | Site 1 Site 2
Repeat 1 2 1 2
NC . = 2 .
LPM +
HPM +
LPG +
HPG +

:

Sample name Site 1 Site 2
Repeat
NC - -
LPM
HPM
LPG
HPG

-
%)
=i
28]

+ ||+

‘Sample name |
Repeat 1 2 1 2
NC - - ” %
LPM + + + -
HPM + + + +
LPG + + + &
HPG + + + +
Positive Signal: + Negative signal: -
2.9 Reproducibility / Total analysis
ltem Results

With-in run Confirmed

With-in day Confirmed

Between run Confirmed

Inter-Operator Confirmed

Inter-batch Confirmed

Inter-site Confirmed

3 Clinical Evaluation/Diagnostic sensitivity & specificity
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1. Study purpose

To evaluate the clinical performance of Acco COVID-19 IgM/lgG Rapid Test

2. Study design

1) One lot of device

2) Origin of clinical samples: Dankook University Hospital (Korea, IRB-20200311)
and DonAccoang Hospital Shanghai (China)

3) One time per sample

4) Instrument: N/A

5) One operator

6) Sample type: serum, plasma, whole blood

7) Study site: Dankook University Hospital (Korea, IRB-20200311) and DonAccoang
Hospital Shanghai (China)

8) Study period: Feb. 15 2020 ~ Mar. 05, 2020.

3. Acceptance criteria & Standards
Positive: +
Negative: -

4. NMethods of statistical analysis

4.1 Instrument
N/A

4.2 Reagent & Material
(D Test device: Acco COVID-19 IgM/IgG
(2 Reference method: RT-PCR (Seegene Inc.)

4.3Sample preparation
A study was performed by skilled clinicians using total 159 sera (39 positives
and 120 negatives) that were collected by Dankook University Hospital (under
IRB approval) and DonAccoang Hospital Shanghai.
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4 4Test procedure
1) All specimens and test devices should be prepared with warm condition, that
is, for 15~30 min at room temperature before testing.

2) All testing were followed by the kit manual.

Technical File

5. Results
5.1For IgM
For IgM RT-PCR
N= 159 Before Day 3 from After Day 7 from
sympiom symptom
Positive Negative Positive Negative
Acco Positive 3 1 25 1
COVID-19 Negative 6 119 5 119
lgM/igG
Total 9 120 30 120
Sensitivity (Before Day 3/After Day 7)= 30% (3/9) / 80% (25/30)
Specificity= 99%

5.2For IgG
For 1gG RT-PCR
N= 159 Before Day 3 from After Day 7 from
symptom symptom
Positive Negative Pasitive Negative
Acco Positive 0 0 30 0
COVID-19 Negative 9 120 0 120
| 1gM/lgG
Total 9 120 30 120
Sensitivity (Before Day 3/After Day 7)= 0% (0/9) / 100% (30/30)
Specificity= 100%

5.3 Summary of results

Acco COVID-19 IgM/lgG Rapid test showed the excellent sensitivity and specificity

after Day 7 from symptom. Its overal diagnostic performance was the below;

® Sensitivity= 100% (25/30 for IgM + 30/30 for IgG)

Accobiotech
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® Specificity= 99.5% (99% for lgM + 100% for 1gG)

However, before Day 3 after symptom, its diagnostic accuracy was low because
there was not enough time to generate the antibodies after infections (30% of
sensitivity and 99.5% of specificity).

6. Conclusion
The overal sensitivity and specificity of Acco COVID-19 IgM/IlgG was 100% and
99.5%, respectively, comparing with molecular testing (RT-PCR).
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[Dataset] Clinical study raw data (Positive: 39, Negative: 120)
(+, Positive; N, Negative)

Acco COVID-19 IgM/IgG
lgG

=
(=]

Specimen Sample collection time RT-PCR

=

DK011020 Before Day 3 from symptom
DK021020 Before Day 3 from symptom
DK111020 Before Day 3 from symptom
DK011023 Before Day 3 from symptom
DK011024 Before Day 3 from symptom
DK021021 Before Day 3 from symptom
DK021022 Before Day 3 from symptom
DB021020 Before Day 3 from symptom
DB021024 Before Day 3 from symptom
10 DK121020 After Day 7 from symptom
11 DK121120 After Day 7 from symptom
12 DK121121 After Day 7 from symptom
13 DK121122 After Day 7 from symptom
14 DK121123 After Day 7 from symptom
16 DK121124 After Day 7 from symptom
16 DK121125 After Day 7 from symptom
17 DK121126 After Day 7 from symptom
18 DK121127 After Day 7 from symptom
19 DK121128 After Day 7 from symptom
20 DK121129 After Day 7 from symptom
21 DK122101 Aifter Day 7 from symptom
22 DK122102 After Day 7 from symptom
23 DK122103 After Day 7 from symptom
24 DK122104 After Day 7 from symptom
25 DK122106 After Day 7 from symptom
26 DK122106 After Day 7 from symptom
27 DK122107 After Day 7 from symptom
28 DB122001 After Day 7 from symptom
29 DB122002 After Day 7 from symptom
30 DB122003 After Day 7 from symptom
31 DB122004 After Day 7 from symptom
32 DB122005 After Day 7 from symptom
33 DB122006 After Day 7 from symptom
34 DB122007 After Day 7 from symptom
35 DB122008 After Day 7 from symptom
36 DB122009 After Day 7 from symptom
37 DB122010 After Day 7 from symptom
38 DB122011 After Day 7 from symptom
39 DB122012 After Day 7 from symptom
40 DK100201 No History

Coo~NDORAON =

ZH+FFZZ A+ A b+ FZEZ AL T A+ ZUVZZOOZZ2E
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41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75
76
77
78
79
80
81
82
83
84
85
86

DK100202
DK100203
DK100204
DK100205
DK100208
DK100207
DK100208
PK100209
DK100210
DK100211
DK100212
DK100213
DK100214
DK100215
DK100216
DK100217
DK100218
DK100219
DK100220
DK100221
DK100222
DK100223
DK100224
DK100225
DK100226
DK100227
DK100228
DK100229
DK100230
DK100231
DK100232
DK100233
DK100234
DK100235
DK100236
DK100237
DK100238
DK100239
DK100240
DI100241
DIK100242
DK100243
DK100244
DK100245
DK100246
DK100247

No History
No History
No History
No History
No History
No History
No History
No History
No Histary
No History
No History
No History
No History
No History
No History
No History
No Histary
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History
Na History
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History
No History

o Aol e i R Al -l A b A ol e ol A e U A R B P A R T
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87 DK100248 No History
88 DK100249 No Hislory
89 DK100250 No History
90 DK100251 No History
91 DK100252 No History
92 DK100253 No History
93 DK100254 No History
94 DK1002556 No History
95 DK100256 No History
96 DK100257 No Hislory
97 DK100258 No History
98 DK100259 No Hislory
99 DK100260 No History
100 DK100261 No History
101 DK100262 No History
102 DK100263 No History
103 DK100264 No Hislory
104 DK100265 No History
106 DK100266 No History
106 DK100267 No History
107 DK100268 No History
108 DK100269 No History
109 DK100270 No History
110 DK100271 No History
111 DK100272 No History
112 DK100273 No History
113 DK100274 No History
114 DK100275 No History
116 DK100276 No History
116 DK100277 No History
117 DK100278 No History
118 DK100279 No Histary
119 DK100280 No History
120 DK100281 No History
121 DK100282 No History
122 DK100283 No History
123 DK100284 No History
124 DK100285 Nao History
125 DK100286 No History
126 DK100287 No History
127 DK100288 No History
128 DK100289 No History
129 DK100280 No History
130 DK100291 No History
131 DK100292 No History
132 DK100293 No History

e A R e A B G e AN A A Al e o R Al e A el e el Gl A e
PP PR P R TR R R e TR T R TR ET EEEE T T m R w e el L s
PP PR 22 2R P 2P B TR EE T 22 222 E EZE R EEEEEE e E R 2222 &
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133 DK100294 No History
134 DK100295 No History
1356 DK100296 No History
136 DK100297 No History
137 DK100298 No History
138 DK100299 No History
139 DK100300 No History
140 DK100301 No History
141 DK100302 No History
142 DK100303 No History
143 DK100304 No History
144 DK1003056 No History
145 DK100306 No History
146 DK100307 No History
147 DK100308 No History
148 DK100309 No History
149 DK100310 No History
160 DK100311 No History
151 DK100312 No History
162 DK100313 No History
153 DK100314 No History
164 DK100315 No History
155 DK100316 No History
166 DK100317 No History
167 DK100318 No History
168 DIK100319 No History
159 DK100320 No History

-END.
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ACCO COVID-19 IgM/IgG TEST

Rapid Immunoassay for COVID-19 Infection

o

SYMPTOMS

Common Symptoms

. ) FEVER SHORTNESS DRY COUGH
Coranaviruses are a large family of viruses which may cause iliness in animals or OF BREATH

humans. In humans, several coronaviruses are known to cause respiratory
infections ranging from the common cald to more severe diseases such as Middle
East Respiratory Syndrome (MERS) and Severe Acute Respiratory Syndrome
(SARS).

Some patients may have:

COVID-19 is an infectious disease caused by the most recently discovered
coronavirus. This new virus and disease were unknown before the outbreal

began In Wuhan, China, in December 2019.

ACHES AND  NASAL RUNNY
PAINS CONGESTION NOSE

Source; World Health Organization (https://www.who.inlfnevs- = @ = ;
roony/q-a-detail/q-a-coronaviruses) 0 I %

SORE DIARRHEA
THROAT

B 5 T S

Acco Ropid Test
COVID-19 I, gM/ IgG
FAST « RULLARLE - ACGURATE i
o Py v g elagnentls wiz oy

" Siarean2-10°C
© Qreqtepripd diterian b

Rapld 0lfferential Detection Kit (g

s COVID:19)

'l
ADVANTAGES
-

s |gGand IgM in human -- ' — = ‘IE [-

serum and plasma

ick & Immedi sults rgm.a IgM IgG nu 1g6  IgM IgG loM igG rgu lnu oM lgG IgM g0

;liu.l(lt-:, ?uTndlﬁle Results el s ey

gh Sensivity
High Specificty SR
Only needs 1 drop of blood 1 Thep I hurnidity may d the stability of the reagents. Thus, please carry out the test immediately alter removing

the deyice from the fail pouch.

Do nist use the kit alter \he explration date, Do not freeze the kit,

For Invitro diagnostic use anly. Do not re-use the tost device,

Wear protective gloves while handling samples and wash hands thoroughly after the test.

Dispose gloves, swabs, test tubes, and the used strips properly after the test, in accordance with Good Laboratory Practice (GLP).
Do not eat or srmoke while handing specimens.

SnEswN




SCREEN EARLY WITH ACCO COVID-19

Your Results in 10 Minutes!!!

TEST METHOD DURING INFECTION PERIOD OF COVID-19

Antibody test (laGllgM)

Molecular test (PCR)
Antigen test

0;. Viraemia

-4 -2 0 2 4 6 8 10 12
Day 3 ~12: IgM Antibody test, Day 6 ~ : 19G Antibody test

lgM

o

COMPARISON WITH MOLECULAR TESTING

Principle Nucllosid tastof GOV, Anibody ikl 8108) Setesition 1 tha blo i

- China: 30 ~ 50% (Jungangilbo.2020,02,13)
Accuracy in the flelds - Depending on the swab positioning of
specimen and yield of gene extraction

- Befare Day 5: very low
- After Day 5: 81-99% for lgM, 81-99% for IgG

Test time =6 hours 10 minutes

Test cost Very expensive Highly economical

Users Skilled & trained Normal

Specimen Throat, anal, nasopharyngeal, sputum Whole blood, serum, plasma
Test capacity Limited Possible to bulk testing

» Good accurate at early stage.
+ Difficult to detect at latent or asymptomatic
Adv/disadvantages period,
» Appropriate for early stage with limited
{ cases of patients up to 100 patient load

» Possible to detect at latent or
asymptomatic perlod.

= Appropriate for 5th Day-After testing on
mass populations

DIAGNOSTIC ACCURACY OF ACCO COVID-‘!Q lgIWIgG

Analytical sensitivity oo S/G0 for loM

1.57 sICO for IgG Ve ELISA

Day 3 after symptom: IgM- 33%, 19G- 0%
Sensitivity After Day 7 from symptom: Igh- 83%, 1gG- 100% w. limited cases
Specificity IgM 99% (119/120), 19G: 99% (120/120)

ORDERING INFORMATION

ACDV201 5 Acco COVID-19 1aMilgG 20 TestsJ‘Bux 2206x125x75 850:{455}(405

hd (CarReqi NoB259548V)

Il 8175[} Masai eHorMalaysiairels
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FACT SHEET FOR PATIENTS

ACCO COVID-19 lgM/ IgG
Accobiotech Sdn Bhd

Coronavirus

Disease 2019

May 2, 2020
(COVID-19)

You are being given this Fact Sheet because your
sample(s) was tested for the Coronavirus Disease 2019
(COVID-18) using the ACCO COVID-18 lgm/lgG
System.

This Fact Sheet contains information to help you
understand the risks and benefits of using this test for
the diagnosis of COVID-19. After reading this Fact
Sheet, If you have questions or would like to discuss the
information provided, please talk ta your healthcare
provider.,

For the most up to date information on COVID-
19 please visit the CDC General webpage:

S: c.qov/COVID19

What is COVID-19?

COVID-19 is caused by the SARS-CoV-2 virus. The
virus, which can cause mild to severe respiratory iliness,
was first identified in Wuhan, China, and has now spread
globally, including the United States. There is limited
information available to characterize the spectrum of
clinical illness associated with COVID-19 but it likely
spreads to others when a person shows signs or
symptoms of being sick (e.g., fever, coughing, difficulty
breathing, etc.).

Vvnat is the ACCO COVID-19 Igm/lgG System?
The test is designed to detect antibodies against the
virus that causes COVID-19 in blood specimens, for
example venous whole blood, serum or plasma
specimens.

Why was my sample tested?

You were tested because your healthcare provider
believes you may have been exposed to the virus that
causes COVID-19 based on your signs and symptoms
(e.g., fever, cough, difficulty breathing), and/or because:

« You live in or have recently traveled to a place
where transmission of COVID-19 is known to occur,
and/or

= You have been in close contact with an individual
suspected of or confirmed to have COVID-19.

Testing of the samples will help find out if you may have
COVID-19.

What are the known and potential risks and benefits
of the test?

Potential risks include:

= Passible discomfort or other complications that can
happen during sample collection.

= Possible incorrect test result (see below for more
information).

Potential benefits include:

»  The results, along with other information, can help
your healthcare provider make informed
recommendations about your care.

The results of this test may help limit the spread of
COVID-19 to your family and others in your
community.

What does it mean if | have a positive test result?
The tesl has several passible results. Depending on the
result, it may be more likely that you have COVID-19
and that you may need isolation to avoid spreading the

- Where can | go for updates and more information? The most up-to-date information on
COVID-19 is available at the CDC General webpage: https://www.cdc.gov/COVID19. In addition,
please also contact your healthcare provider with any questions/concerns.
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virus to others. Other results may indicate you were
infected previously, Your healthcare provider will work
with you to determine how best to care for you based on
the test results along with other factors of your medical
history, and your symptoms, possible exposures, and
geagraphic location of places you have recently traveled.
There Is also the small chance that this test can give a
posilive result thal is wrong (a false positive result).

What does it mean if | have a negative test result? A
negative test result means that the antibodies to the virus
that causes COVID-19 was not found in your sample.

! wever, it is possible for this test o give a negative
result that is incorrect (false negative) in some people
with COVID-19. A negative result may occur if you are
tested early in your illness and your body hasn't had time
to produce antibodies to infection. This means that you
could possibly still have COVID-19 even though the lest
is negative. If this is the case, your healthcare provider
will consider the test result together with all other aspects
of your medical history (such as symptoms, possible
exposures, and geographical

location of places you have recently traveled) in deciding
how to care for you.

It is important that you work with your healthcare
provider to help you understand the next steps you
should take.

Is this test FDA-approved or cleared?

No. This test is not yet approved or cleared by the
United States FDA, When there are no FDA-approved or
cl=ared tests available, and other criteria are met, FDA

« 1 make lests available under an emergency access
mechanism called an Emergency Use Authorization
(EUA). The EUA for this test is supported by the
Secretary of Health and Human Service's (HHS's)
declaration that circumstances exist to justify the
emergency use of in vitro diagnostics for the detection

and/or diagnosis of the virus that causes COVID-19.
This EUA will remain in effect (meaning this test can be
used) for the duration of the COVID-19 declaration
justifying emergency of IVDs, unless it is terminated or
revoked by FDA (after which the test may no longer be
used).

- Where can | go for updates and more information? The most up-to-date information on

COVID-19 is available at the CDC General webpage: hitps://www.cdc.aov/COVID19, In addition,
please also contact your healthcare provider with any questions/concerns.
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This Fact Sheet informs you of the significant known and
potential risks and benefits of the emergency use of the
ACCO COVID-19 IgM/IgG immunoassay.

The ACCO COVID-19 IgM/IgG immunoassay is
authorized for on the detection of antibodies to SARS-
CoV-2 in human serum or plasma.

This test measures human SARS-CoV-2 antibodies

that are generated as part of the adaptive human

immune response to the virus and is to be performed

only using serum or plasma specimens.

All individuals whose specimens are tested with

this assay will receive the Fact Sheet for Patients:

A >0 COVID-19 IgM/IgG.

What are the symptoms of COVID-197

Most individuals with confirmed COVID-19 have
developed fever and/or symptoms of acute respiratory
iliness (e.g., cough, difficully breathing). However,
limited information is currently available to characterize
the full spectrum of clinical illness associated with
COVID-19. Based on what is known about the virus that
causes COVID-19, signs and symptoms may appear any
time from 2 to 14 days after exposure to the virus. Based
on preliminary data, the median incubation period is
approximately 4-5 days, but may range 2-14 days.

Public health officials have identified cases of COVID-19
infection throughout the world, including the United
States, which poses risks for public health. Please check
the CDC webpage for the most up to date information.

V" at do | need to know about COVID-19 testing?
Current information on COVID-19 for healthcare
providers, including case definitions and infection
control, is available at CDC’s webpage, Information for
Healthcare Professionals (see links provided in "Where
can | go for updates and more information" section).

= The ACCO COVID-19 IgM/lgG immunoassay can be
used to test human serum or plasma (Heparin,
EDTA).

= The ACCO COVID-19 IgM/lgG immunoassay should
be ordered by a healthcare provider to detect if
there has been an adaptive immune response
to COVID-19, indicating a recent or prior infection.

= The ACCO COVID-19 IgM/IgG immunoassay is only
authorized for use in laboratories certified under the
Clinical Laboratory Improvement Amendments of
1988 (CLIA) 42 U.S.C. §263a, ta perform maderate
or high complexity tests.

= The ACCO COVID-19 IgM/lgG immunoassay should
not be used to diagnose or exclude acute infection
and should not be used as the sole basis for
treatment or patient management decisions. Direct
testing for SARS-CoV-2 should be performed if
acute infection is suspected.

Specimens should be callected with appropriate infeclion
conhtrol precautions following CDC Interim Infection
Prevention and Control Recommendations for Patients
with Confirmed Coronavirus Disease 2019 (COVID-19)
or Persons Under Investigation for COVID-19 in
Healthcare Settings.

Use appropriate personal proteclive equipment when
collecting and handling specimens from individuals
suspected of having COVID-19 as outlined in the CDC
Interim Laboratory Biosafety Guidelines for Handling and
Processing Specimens Associated with Coronavirus
Disease 2019 (COVID-19). These specimens are only
shipped for analysis to laboratories designated by CDC
as qualified for analysis. For additional information, refer
to CDC Interim Guidelines for Gollecting, Handling, and
Testing Clinical Specimens from Persons Under
Investigation (PUIs) for Coronavirus Disease 2019
(COVID-19) (see links provided in “Where can | go for
updates and more information” section).

What does it mean if the specimen tests positive for
antibodies against the virus that causes COVID-197?
A pasitive test result for this test indicates that antibodies
against SARS-CoV-2 were detected, and the individual
has potentially been exposed to SARS-CoV-2.

Report Adverse evenls, including problems with test performance or results, to MedWatch by submitting the online FDA Form 3500
(https://www.accessdala fda.qov/scripts/medwatch/index.cfm?aclion=reporting.home) or by calling 1-800-FDA-1088
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Antibodies are generally detectable several days
following infection. A positive result can indicate recent
or past infection but does not exclude recently infected
individuals who are still contagious. It is unknown how
long antibodies to SARS-CoV-2 will remain present in
the body after infection and if they confer immunity to
infection,

A positive antibody result may not mean that an
individual's current symptoms are due to COVID-19
infection. Laboratory test results should always be

¢ ~sidered in the context of clinical observations and
&,«demiolagical data in making patient management
decisions.

The ACCO COVID-19 IgM/lgG immunoassay has been
designed to minimize the likelihood of false positive test
results. However, in the event of a false positive result,
risks to patients could include the following: a
recommendation for isolation of the patient, monitoring
of household or other close contacts for symptoms,
patient isolation that might limit contact with family or
friends and may increase contacl with other potentially
COVID-19 patients, limits in the ability to worl, the
delayed diagnosis and treatment for the true infection
causing the symptoms, unnecessary prescription of a
treatment or therapy, or other unintended adverse
effects

All laboratories using this test must follow the standard
confirmatory testing and reporting guidelines according
to their appropriate public health authorities,

What does it mean if the specimen tests negative for
antibodies against the virus that causes COVID-197
A negative test result for this test means that anti-SARS-
CoV-2 specific antibodies were not present in the
specimen above the limit of detection of the assay.
However, a negative result does not rule out COVID-19
and should not be used as the sole basis for treatment
or patient management decisions. A negative result does
not exclude the possibility of COVID-19 .

Individuals tested early after infection may not have
detectable antibody response despite aclive infection; in
addition, not all patients will develop a detectable

antibody response to SARS-CoV-2 infection. The
absolute sensitivity of the ACCO COVID-19 IgM/IgG
immunoassay is unknown,

When testing is negative, the possibility of a false
negative result should be considered in the context of an
individual's recent exposures and the presence of
clinical signs and symptoms consistent with COVID-19.
This is especially important if the individual has had
recent exposure to COVID-19, or clinical presentation
suggestive of COVID-19, and diagnostic tests for other
causes of illness (e.g., other respiratory illness) are
negative. Direct testing for virus (e.g., PCR testing)
should always be performed in any patient suspected of
COVID-19 regardless of ACCO COVID-19 IgM/lgG
Immunoassay results.

Risks to a patient resulting from a false negative result
include: delayed or lack of supportive treatment, lack of
monitaring of infected individuals and their household or
other close contacts for symptoms resulting in increased
risk of spread of COVID-19 within the community, or
other unintended adverse events.

What is an EUA?

The United States FDA has made this test available
under an emergency access mechanism called an
Emergency Use Authorization (EUA). The EUA is
supported by the Secretary of Health and Human
Service's (HHS's) declaration that circumstances exist to
justify the emergency use of in vitro diagnostics (IVDs)
for the detection and/or diagnosis of the virus that
causes COVID-19.

An IVD made available under an EUA has not
undergone the same type of review as an FDA-approved
or cleared IVD. FDA may issue an EUA when certain
criteria are met, which includes that there are no
adequate, approved, available alternatives, and based
on the totalily of scientific evidence available, it is
reasonable to believe that this IVD may be effective in
the detection of the virus that causes COVID-19,

The EUA for this test is in effect for the duration of the
COVID-19 declaration justifying emergency use of IVDs,

Report Adverse events, including problems with test performance or results, to MedWatch by submilting the online FDA Form 3500
(https://www. accessdala.fda.gov/scripts/medwatchfindex.cfm?action=reporting.home) or by calling 1-800-FDA-1088
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unless terminated or revoked (after which the test may
no longer be used).

Where can | go for updates and more
information?

CDC webpages:

General: https://www.cde.gov/COVID19

Healthcare Professionals:
psi/www.cde.gov/coronavirus/2019-nCoV/quidance-

ncp.himl|
Infermation for Laboratories:

https:/www.cde.qov/corenavirus/2019-nCoV/quidance-
laboralories . himl

Caboratory Biosafety:
hitps:/fwww.cdc.gov/coranavirus/2019-nCoV/lab-bicsafety-
quidelines.himl

|solation Precautions in Healthcare Settings:
htlps://www.cde.govicoronavirus/2019-ncoviinfection-
contral/control-racommendations.html

Specimen Collection:
https://www.cdc.govicoronavirus/2019-nCoV/quidelines-
clinical-specimens.html

Infection Control: htlps://mww.cdc.govicoronavirus/2019-
ncoviinfeclion-controlfindex.html

ebpages:
General: www.fda.oov/novelcoronavirus
EUAs:(includes links to patient fact sheet and
manufacturer's instructions) hitps://www.fda.gov/medical-
devices/emergency-siluations-medical-devices/emergency-

_ “ge-autharizations

Accobiotech Sdn Bhd

No 11 Jalan Bukit 27, Masai Industrial Park, |
Bandar Seri Alam, 81750 Masai, |
Johor, MALAYSIA

Tel ; +607-3821077 1 1771

Email: info@accobiotech.com

Report Adverse events, including problems with test performance or results, to MedWaich by submitting the online FDA Form 3500
(https://www.accessdala.fda.gov/scripls/medwatch/index.cfm?action=reporting.home) or by calling 1-800-FDA-1088
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ACCO COVID-19 [gM/1gG

Rapld diffarential delsotion kitfor loMand [aG dgainstCOVIDETY inhuman serufm, plasmaand whole blcod

INTENDED USE

ACCO COVID-19 IgMfg device Is a chromalographic immunoassay kit for the rapid
and differenUaldelection ofimmunoglobulin M (IlgM) and immunoglobulin G {loG) agains!
COVID-19 using whole blood, serum or plasma. Tha device can bo used lo delect
the presence of anlibodies agalnst COVID-19 end may Indicate a previous
exposura to the virus, Negalive resulls do not preclude acule COVID-19 infeclion,
If acute Infection Is suspecled, direct lesting for COVID-19 s necessary.

EXPLANATION OF THE TEST

The recombinant COVID-19 anligen was coaled on he membrane and anti-human IgM
and IgG monocional anlibody was conjugated the gold particles, respactively, When he
spacimen exising anti-COVID-19 antibodies is loaded into a sample well (S), the
anlibodies are complaxedwithanti- human IgM {or lgG) gold conjugale, And this complex
migrates and caplured by the Immobilized recombinant COVID-18anfigens lomake a
visible band In the testline raglons, M and G, Tha solution continues fo migrale to the
conlrelline (C)reglon thalbinds a control conjugate, thereby producing another red fine,

MATERIALS PROVIDED

ACCO COVID-18 IgMilgG kil conlains the following components:
1. Testdavice individually foil-pouched with a desiccant

2. Assay solulion In dropping bollle

3, Caplllary lube for sampleloading

4, Inslructions for Use

MATERIALS REQUIRED BUT NOT PROVIDED

Specimen callection conlainer
Micropipette

Disposable plpetie lips

Lancets (for finger prick whole blood only)
Cenlrifuge (for plasma only)

Waltch or limer

PRECAUTIONS

1. Thopresenceof humiditymaydecrease hestabllityof thereagents. Thus, please
camyoutthe test immediately after removing the devica from the foll pouch.

. Donoluse the kit after (he explralion dale, Do not freeze the kit,

. ForInvilro diagnostic use only. Do not re-use Ihe test device,

. Wearproleclive gloves while handling samples and wash hands thoroughlyafter the
lasl,

5. Dispose gloves, swabs, lest lubes, and the used sirips properly ofter the lest, in

accordance with GLP,
6. Do not eal or smoke while handing specimens.
7. Dacontaminate and dispose of all specimens in a biohazard container,

SPECIMEN COLLECTION AND STORAGE

1. Specimenstobelested should beoblained and handled by standard methods
forthelr collections.

2, Whola bloo: wihola blood should be collected aver heparin, citrate, or EDTA. Mix the
blood bylnversion and use [l for the tes!,

3. Serum: Allow the blood ta clol, hen centrifuge lo separate the serum.

4. Plasma: Coliect the whola blood inta the lube canlalning anticoagulanls such as heparin,
cilrate, or EDTA. Cantrifuga the biood and separale the plasma.

5. All specimans should be tested as soon as (hey are prepared, |l necessary, serum
or plasma may be slored al 2-8°C for up lo 24 hours or al -20°C for up to 1 year.
Whole blood may ba stared a1 2-8°C for up to 24 hours, Do not freeze whole
blood.

TEST PROCEDURE

1. Placaallspecimens,lesldavices,and assaysolulionalroom lemperalure priorlo
tesling (15~30min). Nota that thawed samples should nol be laft out al roam
temperalure for longer than 3 hours,

2. [Capllary Wwhe use] Using a caplllary lubs, add 10 pl of serumiplasma or load 20 pl
ofwhola bload up lo black line into the sample well (S).
[Micropipelte use] Add 10l of serum/plasma or load 20 plofwholebleodintathe
samplewell (S)directly, Add3draps (approx, 100 i) ofassay solulioninto the bulfer
well(S)inthedavice.

3. After 10 minutes, interprel the test rosulls,
Please do not read the rasults after 20 minules.

ACOV2015 é
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Test Procadure

A CED

Add10gd Add3d mmul 10min
\ Jand zom ofwicle Hood assaybulier

INTERPRETATION OF RESULTS

1. Negalive: ONLY one band in the conlrol line (C). No COVID-18-
spacific IgM and IgG were detected. Re-test In 3-5 days I COVID-19
Is suspecled.

2. IgM Positive: two bands appear In the lestline (T)and controlling (C)in the lefl side
ol device.+

3. G P?slli\m: twobands appear in the test line (T) and conlralline (C}In the rightside
of devico.

4, lgGandIgM Positive:eachtwobandsappearinthetestline (T)and controlfine {C)intiolh
slde of device.

5. Invalid resull: If at 10 minutes, the red band does not appear In the conlrol line
(C), the resull is considered invalid. If the lestis invalid, a new tast should ha
performed with anew patlent specimen and a new lestdevice.

' Tesl Result Inferpretation =

unu hnﬁ‘ \'[in"‘ ;ﬂﬁ {ﬁhﬁ‘\fu\ﬁ

Negafiv lrvaid
mm Poslm le‘ﬁw

S B

STORAGE & EXPIRATION
1. AGCO COVID-19 lgM/lgG kil should be stored between 2 lo 30 °C (35.6
lo 88 °F). i
2. The expiralion dale of this kit is 24 manihs after its manufacture date E

LIMITATIONS OF THE TEST

ACCO COVID-19 IgMiigG Is deslgned as an ald In identifying lgM and 1gG antibodies
agalnsl COVID-19. This kit can provide fast and simple resulls but, dogs nol complelely
axcludethe possibililies of false posilive or false negative resulls caused by various faclors,
For confirmalion, please make a final decisfon with clinical symptoms, other lesting resulls,
anddoclarsassessmenl, collectively,

o This tesl has nol been raviewed by the FDA,

o Negaliva rasulls do not rule oul SARS-CoV-2 infection, parlicularly in lhose who have
been in conlacl wilh e virus. Follow-up lesting wilh a molecular dlagnostic should be
consldared to rule oul infection in these individuals,

= Rosulls from anlibody lesting should not be used as the sole hasis lo diagnose or exclude
SARS-CoV-2 infection or lo inform infection stalus.

» Posiliva resulls maybe dus to past or present infection with non-SARS-CoV-2 coranavius
slrains, such as coronavius HKU1, NLB3, 0CA43, or 228E.

= Nol for he sereening of denated blood,

US Manufaclurer Represenlalive: =

Gasl, LLC E I
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ACCO COVID-19 IgM/1gG

Rapld dilfsraniial datg

clionkitforlaMand (g e

GOVIB=18 inhumansaum, plasma andwhiole blood

PERFORMANCE CHARACTERISTICS

Sample | Compound. | Gong, Qnly, Posltive | Negative
DAame, ; (mg/dL) | positive sample+ | sample +
SENSITIVITY AND SPECIFICITY samplo Material Matarlal
In o IRB ragulalad sludy, 159 patien! samples were collecled, comprising 30 posiive and 120 5 P 5 P 5 P
were confimed lo be COVID-19 posiive. The method of confirmation was RT-PCR NC Kz EDTA 640 - - - - 3 B
(Kogena Blotech Inc., Korea), All the tests were performed In the Dankook University | LPM | mgldl, |+ + + + o N
Hospitel (Cheonan, Korea), LPG + + + + L
NC Cilrate 32TM | - - = = = 5
The below summary of test resulls shows the sensilivily and speciiicity of the ACCO LPM nl + + * + Eiili=E
COVID-19 IgMligE In s elinical study LPG ] Eli|
NC Heparin | 3KUML | - = - - - -
LPM + + + + + +
RT-PCR PG | + + + + + +
For lgM Bafora day 3 fram | After Day 7 from NC | Homoalobin, | 200 = = = = = s
Nsi59 Symptom onsat LPM_| maidl, [+ [+ |+ |+ e+
Paositive | Negatlve LPG i + + + ¥ Y| o+
NG | Gholesteral | 500 | - | - | - | - |- -
Acco COVip-| Posiivae 3 1 25 1 LM maldl, = . = = = =
19 IgM/igG N 6 119 5 119 LPG + + + + + +
it | _NC | Albumin 14.7 - = - = = =
Total 9 120 30 120 LPM g, |+ |+ | + Y [+ +
Sensitivity (Before Day 3)= 33%; Sensitivity [After dny 7) = 83% LPG o I I R
NC Bilirubin 25 - - - - - &
Specificity = 99% TPM maldl, = = = = = =
Tahle 2. Calculated sensitivity and spacificity for IgM PG - & = = - =
RT-PCR Table 5. Resulls of Interfering Subslances shudy
ForlgG Bafore duy 3 from After Day 7 from
N=159 sympiom onset symplom onset CONDITIONS OF LABORATORY
i Positiva_| Nogativa | Positiva [ Negative AUTHORIZATION
Accocovipd Positive 0 0 a0 0 Authorized laboratories using the ACCO COVID-19 IgMfigG, must adhere lo the
19 IgM/1gG = e o Condillons of Aulhorization indication as listed below:
Yl 9 . 1, Aulharized laboratorles® using yaur product will include with result reporls of your
Tatal 9 120 a0 120 produel, all authorized Fact Sheels, Under exigen! circumstances, olher appropriate

senstivity (Before Day 3)= 0%; Sensitivity (After day 7) = 1003

|Specifielty = 1005

Table 3, Calculated sensilivily and specificity for 1gG

CROSS REACTIVITY

A eross-reaclivity sludy was performed using sera containing antibodies (spiked) to Ihe
pathogens helow and found non-reactive In each caso

Antibody Samples | Numher | Conclusions
tested reactive
Anli-Wes! Nile vinus 3 0 Non-reaclive
Anll-Yellow Faver virus g 0 | Non-reaclive
Anll-Dengue Fever virus 0 Non-reaclive
|_Anli-Zika vius 0 Non-reaclive
Anli-Chikungunya vins 3 0 Non reaclive
Anli-HCV 3 ] Non-reaclive
Anli-HIV 3 0 Nan-reaclive
Anli-Influenza A, H1pdm(8 3 0 Non-reaclive
Anti-resplralory syncyllal virus 3 0 Non-reaclive
22E (alpha coronavirus) 5 i Reaclive in IgW
Anti-NLB3 (alpha coronavinus) 3 1 Non-reaclive
Antl-0C43 (bela coronavins) 5 1 Non-reaclive
Table 4. Anfibody Cross Reaclivity Resulls

Cross-eactivily in IgM was observed for Anti-NLE3 In 1 sample oul of 5. This should be
taken Into cansideration when Interpreling resulls of test subjects bellaved lo have had
past exposure lo this virus, and confimalion using another test may be prudent.

INTERFERING SUBSTANCES
The ACCO COVID-19 lgM/lgG was lested lo determine polential inferference by a
sevaral substances. Using a malerlal in spiked malix melhadalogy, an intarference study
was performed lo axplore the effect of polentially endogenous Interfering subslances.
Tabla 5 Indicales thal here Is no posilive or nagalive reactivity wilh any of the listed

common subslances

Acovzms

methods for disseminaling these Fact Shaets may be used, which may include mass
media

2. Authorized labaralories using your praduct will use your producl as oullined in the
Insluclions for Use. Devialions from the auvthorized procedures, including the
aulhorized clinlcal specimen lypes, authorized conlrol materials, aulhorized ofhor
ancillary reagents and aulhorized malerials required to use your praduct are nol
permitted.

3, Authorized laboratories thal receive your product will nolify the relevant public
heallh authorities of thelr intent to run your preduel prior o inilialing tasling.

4, Authorized laboratories using yaur product will have a pracess in place for reporling
test resulls lo healthcare providers and relevanl public heallh authorilies, as
appropriate, IFU-000765 [A] Page 7 of 13

5. Authorized laboralories will collect information on the performance of your praducl
and report to DMD/OHT7- OIRIOPEQ/ CDRH (vla email. CDRH-EUA-
Reporling@fda hhs.gov) and ACCOBIOTEGH / Global Qualily Solutlons
Internalional, LLG (hltos:/Awww gqsl.nalicontacll) any suspecled occurrence of false
reacliva or false nonreaclive resulls and significan! deviations from the established
performance characleristics of your product of which they become aware.

6. All laboratory parsonnel using your product must be appropriately trained in
immunoassay lechniques and use appropriale laboralory and personal protective
equipment when handiing Ihis kit and use your product In accordance with the
authorized labeling. All laboratory personnel using the assey must also be lrained in
and be famlliar with Ihe interpretalion of resulls of the praduct

7. Authorized distdbulors, and authorized laboratories using your product will ensure
that any records assoclated with this EUA are malntained untll otherwise nollfied by
FDA. Such records will be made available to FDA for inspaclion upon raquest.

“The lelter of aulhorizalion refers lo, "Laboratorias cerlified under the Clinical
Laboratory Improvemant Amendments of 1808 (CLIA), 42 U.S.C. §263a, lo perform
moderate or high complexily tasts” as *authorized laboralories.”
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ACCO COVID-19 IgM/TgG

Rapid ditferential detectionKitfor iah andilq& B 9in humansarum, plasma andwhale bload

REFERENCES SYMBOLS LEGEND AND LABEL EXAMPLE
1. Clinlcal and Laboralary Standards Instilute (CLSI). Protection of

Laboratory Workers From Occupationally Acquired Infections: approved

Guldeline-Third Editlon. CLSIDocument M29-A3
2. FDA's Guidance, Emergency Use Authorization of Medical Products and

Related Autharitios, avallable at gaall Manufactored by:

hitps:lwww.fda.govimedical-deviceslemergd ney-situations-medical- @ mal?ﬁhim sg%m:?lm??;;:l
alan . Mas| *

devicaslemer, -uga-gutharizath onavirus2019 E-ﬂu*ﬁﬁhll?!&ﬂﬁmuw.nuhi

. accoblotech.com

AccoBlotecH

ACCO RAPID TEST
DESCRIPTION: ACCO COVID-19 IseMAgG Teal For lavestigatianal Use Daly, The
rmnmimmlitﬂu of thia prodact have not been established

calnlog number US Manufactwrer Represenlative:

@ balehmumbér Global Quality Salations Intermational, LLU (GOSI)

z 1 2377 Winehester Road
V conlaing sufficical for <o> fests Memplis, TN JEHE
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ATTACHMENT #7

Acco Rapid Test COVID-19

1. Test Kit Box Design and Labeling
2. Test Foil Packaging and Labeling (Front and Back)
3, Proposed US Shipping Outside Box Labeling
4, Proposed Test Kit Labeling
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AccoRid Test
COVID-19 IgM/IgG

FAST « RELIABLE * ACCURATE

» For in vitro diognosile use only
+» Store at 2-30°C
» One slep rapld detection kit
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DESCRIPTION: ACCO COVID-19 IgM/IgG Test
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ATTACHMENT #8
PRODUCT DESIGN SPECIFICATIONS

1. AG-91100 COVID-19 NP
2. AB-70200 anti-human IgM n4G7 and anti-human IgG (anti-hlgG)
3. AB-70100 Anti-human IgG 4G6B5
4. AB-80100 Anti-Nus 5C4
5. AG-80200 Nus Ag

Monoclonal antibody and the Nucleic Protein
1. AG-91100 COVID-19 NP

2. AB-CO200 - Anti-COVID19 NP antibody 2F4

3. AB-CO100 - Anti-COVID19 NP antibody 3C3
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o DETAHED SPEGIFICATION|

PRODLCT NUMBER: AG-91100
PRODUCT : Rec. COVID-19 NP
[Recombinant SARS-CoV 2 nucleoprotein)

PRODUCT DESCRIPTION AND PREPARATION:

The recombinant SARS-CoV 2 nucleopratein {rec. COVID-19 NP) was expressed in E. ealff and purifisd by
metalaffinlly chromatograghy to homogenalty using éxHis tag. The purified recombinant protein was
sancenirated and dialyzed with phosphate-buffered saline, -~ -

LOT NUMBER: Y011201

EXPRESSED IN: E. coli

TAGGING: 6xHis

PRESERVATIVES: Nohe

BUFFER; phophata-buffered saline,

without any components,

PROTEIN CONCENTRATION: >2.0 mgfmL., detarmindat from
smct_rophqtoméﬁic- measurement,

TOTAL VOLUME ~ ml A

BIOHAZARD Use normal iaboratory precautions and

procedures when handling raw materials,

APPLICATIONS: RDT, FIA, ELISA

{Exp. Date) This produgt is stable whan stored at 2-8°C for 5 months and at -20°C for > 1 year.
o}

{Analysis) SDS-PAGE and immunoassay. SDS-PAGE was carrled out 11% polyacrytamide gel and
identified its purity and correct molecular weight (47.04 kDa). For checking immune-reactivity of racombinant
protein, immumoaazays (ELISA and RDT) with anti-COVID-19-posltive sera were perforrmed and Identified Hs
reactivity.

Q.C. Approved:

for Resaarch Use Only




Anti-human lgG Monoclonal Antibody ndG7

@ For providing the specific detection of human immunaglobulin M
@® Forresearch use only
@ Suitable for wide ranges of immunological applications including RDT and ELISA

PRODUGT NUMBER: AB-70200
PRODUCT NAME: Anti-human lgM nd4G7

PRODUCT DESCRIPTION

The hybridoma ndG7 (IgGzs) preducing the specific monoclonal antibody agalnst human immunoglebulin M (Igh) was
used to the production of mouse ascitic flood, The ascetic flood was subjected to lipid removing step and followed by
protein G-affinity chromatography to purify the monaclonal antibody ndG7. The purified antlbody was carried out to
concenlrate and to dialysls with PBS (phosphate-huffered saline} without any presetvatives.

PROPERTY
Monaclonal antibody n4G7 is designed for the specific reaction human IgM. This antibody has been widely used to RDT
which diagnose human IgG/lgM, paired with anli-human IgG monoclonal antibody 4G6B5 (Product number: AB-70100).

LOT NUMBER: 0281302
APPLICATION EPITOPE
1. Diagnostic kit for human Igh human lgM
2. Various Immunological applications
CONCENTRATION STORAGE BUFFER
3.75 mgfmi 1X PBS (phosphale-buffered saline)
TOTAL AMOUNT PRESERVATIVES
2 mghvial None
BIOHAZARD
Use nomal laboratory precautions and procedures
EXP. DATE AND STORAGE PURITY ANALYSIS

Slored at 2—8 °C for 1 month and at—20 C for 1 year  >95% in SDS-PAGE (10% PAAG)
QUALITY CONTROL
The product was passed its qualily control tests using ELISA (rec. NS1-coated plate),

For Research Use Only




Anti-human lgG Monoclonal Antibody 4G6B5

® For providing the specific detection of human immunoglobulin G
@ For research use only
@ Suitable for wide ranges of immunological applications including RDT and ELISA

PRODUCT NUMBER: AB-70100
PRODUCT NAME: Anti-human lgG AG6B5

PRODUCT DESCRIPTION

The hybridoma 4G6B5 {IgG1) producing the specific monoclonal anlibody against human immunoglobulin G (IgG) was
used fo the production of mouse ascilic flood. The ascefic flood was subjected to lipid remaving step and followed by
protein G-affinity chromatography to purify the monoclonal antibody 4G8BS. The purified antibody was carried oul to
concenlrate and to dialysis with PBS {phosphate-huffered saline) without any preservatives.

PROPERTY
Monoclonal antibody 4G6BS is designed for the specific reaction human [gG. This antibody has been widely used to RDT
which diagnose human IgGfight, paired with anti-human lgM monocional antibody ndG7 (Product number. AB-70200).

L.OT NUMBER: 0281301
APPLICATION EPITOPE
1. Diagnostlc kit for human IgG human lgG
2. Various immunological applications
CONCENTRATION STORAGE BUFFER
2.2 mgfmi 1X PBS (phosphate-huffared salina)
TOTAL AMOUNT PRESERVATIVES
50mg None
BIOHAZARD
Use nammal laboratory precautions and procadures
EXP. DATE AND STORAGE PURITY ANALYSIS

Stored at 2 -8 C for 1 month and at—20 C for1 year  >85%in SDS-PAGE {10% FAAG)
QUALITY CONTROL
The product was passed ils quality conlrol tests using ELISA (rec. NS1-coated plale).

For Research Use Only




Anti-Nus Monoclonal Antibody 5C4

®  For research use only
@ Suitable for wide ranges of immunological applications including RDT and ELISA

PRODUCT NUMBER: AB-80100
PRODUCT NAME: Anti-Nus 5C4

PRODUCT DESCRIPTION

The hybridoma 5C4 (IgG1) producing the specific monoclonal antibody against Nus fag profein (anti-Nus) was used to
the production of mouse ascific flood. The ascatic flood was subjected la lipid removing step and foflowed by protein G-
affinity chromatography to purlfy the monoclonal anlibody 5C4. The purified anlibody was canied out o concentrate
and to dialysis wilh PBS (phosphate-bulfered safine) without any preservalives,

PROPERTY
Monaclonal antibody 5C4 is deslgned for the contral line combined with Nus tag protein.
LOT NUMBER: 0291301
APPLICATION EPITOPE
1. Diagnosic kit Nus fag protein
2. Various immunological applications
CONCENTRATION STORAGE BUFFER
3.39 mg/ml 1XPBS (phosphate-buffered saline)
TOTAL VOLUME PRESERVATIVES
10.0mg None
BIOHAZARD
Use normal laboratory precautions and procedures
EXP, DATE AND STORAGE PURITY ANALYSIS

Siored at 2—-8 C for 1 month and at 20 C for 1 year ~ >85% in SDS-PAGE (10% PAAG)
QUALITY CONTROL
The product was passed its quality control tests using ELISA (Nus-coated plate).

For Research Use Only




e DETAILED SPECIFICATION|

PRODUCT NUMBER: AG-80200
PRODUCT : Nus Ag

PRODUCT DESCRIPTION AND PREPARATION:
The recombinant Mus anBgen was exprassad In E. colf and purified by metal-affinity chromatography 1o
homogeneily using Bxkils tag. The purified recombinant protein was concentrated end dislyzed with phosphate-

buffered saline.

LOT NUMBER: 0301301

EXPRESSED IN: E. coll

TAGGING: 6xHis

PRESERVATIVES: None

BUFFER: phophate-buffered saline,
without any components.

PROTEIN CONCENTRATION: 2.8 mg/ml., determinded from
spectrophotqmetr__ic measurement,

TOTAL AMOUNT 50 mg

BIOHAZARD Use normal iaboratory precautions and
procedures when handiing raw materials.

APPLICATIONS: Control line for any testing klts (ex. rapid

diagnostlc tesis)

{Exp. Date) This product is stabls when stored at 2-8'C for 1 months and at -20°C for > 1 year,

(Analysis) SDS-PAGE and immunoassay. SDS-PAGE was cariied out 11% polyacrylemide gel and
identifiad iis purty and correct molecular weight, For checking immuno-reactivity of recomblnant protain,
ELISA was parformad and identifind its reackivity.

Q.C. Approved:

For Research Use Only




& [DETAILED SPECIFICATION]

PRODUCT NUMBER: AG-911080
PRODUCT : Rec, COVID-19 NP
[Recombinant SARS-CoV 2 nucleoprotein]

PRODUCT DESCRIFTION AND PREPARATION.

The resombinant SARS-CoV 2 nudisoprolein {(rac. COVID-19 NP) was sxpressed in £ coff and purifiad by
metal-affinily chromatography to homogenelty using 6xHis tag. The purified recombinant protein wes
concentrated and dialyzed with phosphate-buffered safine.

LOT NUMBER: YO11201
EXPRESSED IN: E. coli
TAGGING: BxHis
PRESERVATIVES: None
BUFFER: phophate-buffered saline,
without any components,
PROTEIN CONCENTRATION: »2.0 mghnL, determinded from
spectrophotometric measurement.
TOTAL VOLUME -
BIOHAZARD Use nomnal laboratory precautions and

pracedures when handling raw materials.

APPLICATIONS: RDT, FIA, ELISA

(Exp. Date) This product is stable whan stared st 2-8°C for § months and at -20°C for > 1 year,

(Analysis) 8DS-PAGE and immimoassay. SDS-PAGE was carried out 1% polyacrylemide get and
identified its purity and correct molecular weight (47.04 ¥Da). For checking immuno-reactivity of racombinant
protein, Immunoassays (ELISA and RDT) with ant-COVID-19-positive sera were performed and identified is
reaclivily.

Q.C. Approved:

For Research Use Only




Anti-COVID-19 NP
antibody 2F4

® Monoclonal antibady specific to COVID-19 nucleoprotein

PRODUCT NUMBER: AB-C0200
PRODUCT NAME: Anti-COVID-19 NP antibody 2F4

PRODUCT DESCRIPTION
The anti-COVID-19 NP antibody 2F4 was derived from a hybridoma 2F4 (fusion of mouse myeloma
cell and the cells after mouse immunization with the nucleoprotein of COVID-19 as immunogen).
The antibodies were highly purified by proteln G-affinity chromatography from the ascitic fluid of
Balb/ec mouse, This antibody does not cross-react with other coronavirus except MERS-CoV.

APPLICATION
Immunological diagnostic application for detecting SARS CoV-2 virus
LOT NUMBER —
IMMUNOGEN COVID-19 nucleaprotein
CONCENTRATION STORAGE BUFFER
>2.0 mg/ml (customized) PBS, pH 7.4
TOTAL AMOUNT PRESERVATIVES
-mg Sodium azide
BIOHAZARD
Use normal laboratory precautions and procedures
EXP. DATE AND STORAGE APPLICATIONS*
Stored at 2 — 8 °C for 1 month and at —20 °Cfor 1
year LF,

EIA after its manufacture date

QUALITY CONTROL
The praduct was PASSED its quality control tests using ELISA and SDS-PAGE.

For Research Use Only

*LF, lateral flow; IB, immuncblot; EIA, enzyme immunoassay; IFA, immunofluorescence assay;
LTIA, latex turbidimetric assay




Praduct:

Description:

Cat Number:

Isoytpe
Purity;
Specificity:

Immunogen:

Buffer:
Preservative:
Format:
Application;
Shipping Condition:

Storage:

Caution:

Note:

CERTIFICATE OF ANALYSIS

Anti-COVID-19 NP antibody 3C3

The anfl-COVID-19 NP antibody 3C3 was derived from a hybridoma 3C3 {fusion of
mouse myeloma cell and the cells after mouse immunization with the nucleoprotein
of COVID-19 as immunogen). The antibodies were highly purified by protein G-
affinity chromatography from the ascitic fluid of Balb/c mouse, This antibody does
not cross-react with other coronavirus except SARS-CoV,

AB-GO100

IQG1
>95% (SDS-PAGE))
This antibody does not cross-react with other coronavirus except SARS-GoV.

Recombinant SARS-CoV 2 nucleoprotein

PBS pH 7.4

0.1% Sodium Azide

Purified Liquid

For hvito diagnoslic use only

2~8°C

Short-term store(<2 months) at 2~8°C Long term store(<12 months) at-80°C
Avoid multiple freeze/thaw cycles

For research and manufacturing use only.

Product degradation will result from multiple freezelthaw cycles.

Thereplacement ofgoods shouldhe done within 2 months after the date of dispatch,
Theuserassumes all responsibility for storage, care, custody and control of the material.

C.k. ctory,

Chom-Kyu Chong, Ph.D.



SDS-PAGE




Product:

Description:

Cat Number:

Isoytpe
Purity:
Specificity:

Immunogen:

Buffer:
Preservative;
Format:
Application:
Shipping Condition:

Storage:

Caution:

Note:

CERTIFICATE OF ANALYSIS

Anti-COVID-19 NP antibody 2F4

The anti-COVID-19 NP antibody 2F4 was derived from a hybridoma 2F4 (fusion of
mouse myeloma cell and the cells after mouse immunization with the nucleoprotein
of COVID-19 as immunogen). The antibodies were highly purified by proteln G-
affinity chromatography from the ascitic fluid of Balb/c mouse. This antibody does
not cross-react with other coronavirus except SARS-GoV.

AB-C0200

lgG1
>95% (SDS-PAGE))
This antibody does not cross-react with other coronavirus except SARS-CoV.

Recombinant SARS-CoV 2 nucleoprotein

PBS pH 7.4

0,1% Sodium Azide

Purified Liguid

For i vito diagnostic use only

2~8°C

Short-term store(<2 months)at2~8°C Long term stare(<12months)at-80°C
Avoid multiple freeze/thaw cycles

For research and manufacturing use only.

Product degradation will result from multiple freeze/thaw cycles.

Thereplacement of goods should be done within 2months after the date of dispatch.
Theuser assumes allresponsibility for storage, care, custody and control of the material,

C.k. ctory,

Cham-Kyu Chong, Ph.D.
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Anti-COVID-19 NP
antibody 3C3

® Monoclonal antibody specific to COVID-19 nucleoprotein

PRODUCT NUMBER: AB-CO100
PRODUCT NAME: Anti-COVID-19 NP antibody 3G3

PRODUCT DESCRIPTION
The anti-COVID-18 NP antibody 3C3 was derived from a hybridoma 3C3 (fusion of mouse
myeloma cell and the cells after mouse immunization with the nucleoprotein of COVID-19 as
immunaogen). The antibodies ware highly purified by protein G-affinity chromatography from the
ascitic fluid of Balb/c mouse. This antibody does not cross- react wilh other coronavirus except
MERS-CoV.

APPLICATION
Immunolagical diagnastic application for detecling SARS CoV-2 virus
LOT NUMBER o
IMMUNOGEN " COVID-19 nucleopratein
CONCENTRATION STORAGE BUFFER
>2.0 ma/ml (customized) PBS, pH7.4
TOTAL AMOUNT PRESERVATIVES
-mg Sadium azide
BIOHAZARD
Use normal laboratory precautions and pracedures
EXP. DATE AND STORAGE APPLICATIONS*
Stored at 2 — 8 °C for 1 month and at ~20 °C for 1
year LF,

EIA after its manufacture date

QUALITY CONTROL
The product was PASSED its quality contral tests using ELISA and SDS-PAGE.

For Research Use Only

* LF, laleral flow; IB, immunoblol; EIA, enzyme immunoassay; IFA, immunofluarescence assay;
LTIA, latex turbidimetric assay
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Cross Reactivity Study and Trina Invoice
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AccoBlotech Confidential
Type your text
Type your text
Test for performance of
COVID-19 IgM/lgG RDT
Podiet COVID-19 IgM/igG

Date:  2020-05-12
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AccoBlotech

. Investigator
Name Imstitution Position | Role in the study
Dept. Of Laboratory Medicine, Professor 2 ;
Younhee Park | v\ of University Collage of Medicine (M.D) Principal Investigator

., General Information

Objective Test for performance evaluation of COVID-19 IgM/1gG Test.
:-;‘::iﬂg"“"“al COVID-19 IgM/IgG (COVI040), Confiscope G20 (Optional)

Test were performed according to instruction for use
COVID-19 IgM/IgG Test” with residual serum from 34 patients

Study method confirmed by real-time PCR method. All of the test were repeated
twice,
Specimen Residual serum specimen collected. 34 patients confirmed by

Information respiratory related real-time PCR method.

1) Control line (C) should be appeard.

2) COVID-19 IgM/IgG result.

2“_"’13;““"‘* Signal/Cut Off (S/CO) Result
FMERA <1.0 Negative
>1,0,<1.2 Indeterminate
=12 Positive
Prepared By / Date Reviewd by / Date Approved By / Date
Researcher Research Director QMR
2020-05-12 2020-05-12 2020-05-12

page 20f 13
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3. Result analysis

1) Information of samples to be used in this study and test results.

| ~ |covID-19 IgG/1gM

Visual result* Confiscope G20 result*

No. Confirmed by Real-time PCR

IgM IgG IgM IgG

1 Rhinovirus A,B,C Negative | Negative | Negative | Negative
2 Rhinovirus A,B,C Negative | Nepative | Negative | Nepative
3 Rhinovirus A,B,C Negative | Negative | Negative | Negative
4 Rhinovirus A,B,C Nepative | Nepative | Negative Negative
5 Rhinovirus A,B,C Negative | Negative Negative | Negative
6 Influenza A, Hipdm09 Negative | Negative | Negative | Negative
7 Influenza A, Hipdm09 Negative | Negative Negative | Negative
8 Influenza A, Hipdm09 Negative | Negative | Negative | Negative
9 & Huml.':lt?::j:::a?;iﬁi 043 Negative | Negative | Negative | Negative
10 Parainfluenza 1&2 Negative | Negative | Negative | Negative
11 Parainfluenza 1 Negative | Nepative | Negative | Negative
12 Parainfluenza 1 Negative | Negatlve Negative | Negative
13 Parainfluenza 1 Negative | Negative | Negative | Negative
14 Parainfluenza 1 Nepative Negative Negative Negative
15 Parainfluenza 1 Negative | Negative Negative | Negative
16 Parainfluenza 3 Negative | Negative | Negative | Negative
17 Parainfluenza 3 Negative | Negative | Negative | Negative
18 Metapneumovirus Negative | Nepative | Negative | Negative
19 Metapneumovirus Negative | Negative Negative | Negative
20 Metapneumovirus Negative | Negative | Negative | Negative
21 Metapneumovirus Negative Negative Negative Negative
22 Metapneumovirus Nepative | Negative | Nepative | Negative
23 Influenza A, Hipdm09 Negative | Negative Negative Negative

& Human coronavirus N163
24 Human coronavirus N163 Negative | Negative | Negative | Negative
25 Human coronavirus N163 Negative Negative Negative Negative
26 Human coronavirus 0C43 Negative | Negative | Negative Negative
27 Human coronavirus 0043 Negative | Negative | Negative | Nepative
28 Human coronavirus 0C43 Negative | Negative | Negative | Negative
29 Human coronavirus 0C43 Nepative | Nepgative | Negative | Negative
30 Human coronavirus 229E Negative | Negative | Negative Negative
31 Human coronavirus 229E Negative | Negative | Nepative | Negative

page 3 of 13
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32 Human coronavirus 229E Negative | Negative | Negative | Negative
33 Human coronavirus 229E Negative | Negative | Negative | Negative
34 Human coronavirus 229E Positive Negative Positive Negative
*All the test were performed duplicate,
2) Cross reactivity of 19 IgM/IgG in this performance evaluation study.
Virus/Bacteria/Parasite Source/ Sample type Results
Antibody positive
Rhinovirus A,B,C Residual specimen / Serum 0/5 (0%)
parainfluenza virus 182 Residual specimen/ Serum 0/1 (0%)
Parainfluenza virus 1 Residual specimen / Serum 0/5,(0%)
Paralnfluenza virus 3 Residual specimen / Serum 0/2 (0%)
Influenza A, H3 Residual specimen / Serum 0/1 (0%)
Influenza A, H1pdm09 Reslidual specimen / Serum 0/3 (0%)
Metapneumovirus Residual specimen / Serum 0/5 (0%)
Human coronavirus NIG3 Residual specimen/ Serum 0/3 (0%)
Human coronavirus QC43 Residual specimen/ Serum 0/5 (0%)
Human coronavirus 220E Resldual specimen / Serum 1/5 (20%)
3) Summary of the results,

All of the specimens does not react with

Covid-19 IgM/IgG except one of five human coronavirus

229E positive serum. The cross react was observed only in anti-COVID 19 IgM test line,

page 4 0f13
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4, Appendix

1) Interpretaion results without using Confiscope G20.

I | covID-19 IgG/gM (visual resuit)
List of test specimens Test#1 Test #2
Complete image
No. Confirmed oM | 1gG IgM
TEE [ F L
1 Rhinovirus A,B,C 42 1) I-'“ Bl U
Y- tie Negative I Negative | Negative I Negative
g (e { {5 -*
15;'2 = = . -{ ||[n I |“ | ‘n
2 Rhinovirus A,B,C o 4 ¢ Ij 4 - 1jf
=lharal ve | .
B, Negative | Negative I Negative | Negative
o B A [
e (== J ’ S i | ¥ H
3 Rhinovirus A,B,C O T e . " A B ’
L f2 e
et LR Negative I Negative | Negative [ Negative
iné.iE.! ; ;l !“ J a En F !n r
4 Rhinovirus AB,C FERRRER] ) < I it e
il i i Negative | Negative | Negativel Negative
e B o T v ™ [
BEjE)|S]S 0 h n n
5 Rhinovirus A,B,C : FEFEEED a l_ 4 ’_ a 4
| .} - -I ...
g 'r.{.m_ : Negative Negalwe Negative | Negative
T.;':,.:-..E- 1'1'.&.| ’
| = | E =N lf.i n F n q
6 Influenza A, H1pdm0Q9 bl el 4 E:" * o s
R 8- b Negative i Negative ] Negatlve I Negative
"a-r-g '1::’?‘:‘" '
| : ; = l = n E E n
e lellela '
T Influenza A, H1pdm09 PFERERED i
| IR : -‘l
|5 i NS Negative I Negative | Negative [ Negative
o el 8 ' . _ "
sl EIE [ !n - o n : n /
8 Influenza A, H1pdm09 FEFER G I el 4 - H
| o' ol sl ! Negative | Negative l Negativel Negative
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{H-v-. 3 ..:..\7:': ' 1
Influenza A, H3 | = {’ﬂé |'= I[o }_‘ l F S I'1
9 & Hunam coronavirus iFEEEE I:ﬁ T ! o
043 | h <=t ; -
I AMS LS Negative l Negative l Negative | Negative
5 TIEE  (1BE 0
10 Parainfluenza 182 :_-r' CF B kn " a ! | i l
R st o
R Negative | Negative 1 Negative | Negative
e 1 J |
E -:‘ E{E ]“ il v ’— [:i i E
11 Parainfluenza 1 FrkEF ’ 1 ¥l } Rl 1|
J Negative | Negative | Negative I Negative
HEEHIE }. BEal = ol
12 Parainfluenza 1 FEFENE .“-. | ] 2ol o+ |
i Negative | Negatluﬂ Negative | Negative
Iﬂ"SE s o !’:_-?‘ = e
1 n‘ =h= r; 3 f n
13 Parainfluenza 1 LFER PRI i Al
o Negative ‘ Negaﬁ\ﬂ Negative I Negative
oy S et : i
y EE =i=f= i b= E’ l |
14 Parainfluenza 1 FET KR BR | o nd] i" | !"
| = -l =
(S 5 ;f.nr_li Negative l Negative | Negative | Negative
~ _T.\‘r.&,,ﬂ,' .‘5‘,,:':.." | ) ™ 1
|'& |-&) ;f = in 0 (] L'l
15 Parainfluenza 1 R LT RELE B b vl |
] - I :.‘| ; — : :
. A Negative | Negative | Negative | 'Negative
e el G ! Bl SR |
== 1 gf= L ] -4 iR (| |
16 Parainfluenza 3 Trtgakd i l - ] e l .
* | s Negalwe | Negative | Negative I Negatwe
T
=B |2} =
17 Parainfluenza 3 f I i EF £l
—\.:I.; i '-
S L ..l Negative I Negative | Negative | Negative
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18 Metapneumovirus
19 Metapneumovirus
20 Metapneumovirus
21 Metapneumovirus
22 Metapneumovirus

Influenza A, H1pdm09
23 & Human coronavirus

NL63

24 Human coronavirus NI63
25 Human coronavirus NI63
26 |Human coronavirus OC43

pagae 7 of 13
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AR | |
|EI§}13I'E ll" = fo ,4 l _j ’n _1
27  [Human coronavirus OC43 | 1 1'-1 15 | ! | ‘, i 1
R ] | !
J. el 3 Negative I Negative | Negati\fe ] Negative
1]
28  |Human coronavirus OC43 -
Negathre | Negative | Negatlvel Negative
kD |
29  |Human coronavirus OC43 “ 18 % o
L L. St |F Tl g
Negative Negalwe | Negathe I Negatwe
bl
30 Human coronavirus 229E “
e NegatiueJ Negatlve l Negative | Negative
8 by n ]
31 Human coronavirus 229E t l " “ ﬁ
- y - ' ol
T Negatlve [ Negatlve |£egaﬂve | Negatlve
32 | Human coronavirus 229E "F i A =
L» J *I-: Negative Negahve Negative | Negative
33 | Human coronavirus 229E| [ :F " r I s B | ) ke
i .!‘ Lol Negative | Negative | Negative | Negative
r.‘::_' a -—?-- i S - e - —
lels aIE 0 q }-’ n o
- N T 4 4 s CE
34 | Human coronavirus 229E 1 f Ak l “ |
Iytt - “41. : ! v
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2) Interpretation results by using Confiscope G20.

COVID-19 IgG/IgM (Confiscope G20 result)

No. | Confirned | TestDate | Number | ItemCode | LotNe. | Value Unit Result
of test (s/C0O)
1 ThinovirusABC | 20200500 Test i1l COVID-191gh/Igh | COVIdo COVID-191g6 | 031 Negative
20200500 ~CovIn-19TgJigh | Coviodn COVID-191gM | 046 Hegative
"2020.05.00 TestiZ COVID-19TgM/IgG | CovIosD COVID-197gG | 037 Negative
20200508 COVID-19 IgMJIgG | COVIOaD CovID-191g4 | 057 Negative
z ThimovirusADC | 20200508 Testiil COVID-191gM/igt | COVIO4D COVID-131gG | 035 Tegative
20200500 COVID-19 IgM/ g0 Cﬁﬂ#ﬂ COVID-19 1gM D31 Hegatlve
20200500 Testiiz COVID-191gh/IgG | COviDdD COVID-191gG | 037 Megatlve
20200500 COVID-191gM/IgG | COVIDAD COVID-197gM | 039 Hegalive
3 RiinovirsADE | 20200508 Test i COVID-191gM/IgG | COVI04D COVID-131gG | 023 Negative
20200508 COVID-191gM/IgG | COVID4D COVID-19 JgM | 047 Negative
202005.00 Test 12 COVID-19 1gM/IgG | COViodo COVID-191gG | 047 Negative
20200500 COVIDA9 1gM/ige | cavioda COVID-191gM | 024 Negative
4 Thinovirus ABC 2020,05.00 Test 1 COVID-19 IgM/IgG COVIo40 COVID-19 Ig6 03z Negatlve
20200500 [COVID-191gM/Igh | COVIOdo COVID-191gM | 0.37 Hegative
20200508 Test W2 COVID-197g/igh | COVIOLD COVID-191g6 | 04 Negatlve
70200500 COVID-10 Tgh/igG | COviodD TOVID-191gm | 037 Negative
5 WhinovirusADC | 20200500 Test il COVID-19 IgH/igG | CovidD COVID-191g6 | 031 Hegative
T20200508 | COVID-19 IgM/IgG | COVIDAD coviD-191gM | 033 Negative
TZ02005.08 | Testnz COVID-A91gM/Ig6 | CavIodD CoVID-197gG | DAL Negative
20200508 | COVID-191gM/IgG | COVIDAD COVID-191gM | 01D Negative
G Tnfluanza i, 20200500 TestiiL COVID-191gh/IgG | COviDdo COVID-191gG | DAL Negative
Hipdm09
20200500 COVID-19 1M/ IpG coviodo CoviD-19 g 0.52 Hegatlve
20200508 Testhiz COVID-191gh/IgE | Coviodn COViD-197gG | 045 Negative
20200500 COVID-191gM/Igh | COVIDdD COVID-197gts | 0.22 Negative
7 Tnfluentad, 70200500 Test A1 COVID-19 IgMjIgG | COVIoA0 COVID-191gG | 0.26 Negative
Hipdm09 - e ¥
20200500 TOVID-19 IgJIg6 | covinan COVID-19TgM | 041 Negative
20200508 Test 2 TOVID-191g1/IgG | COVIDAD COVID-19Tgc | 027 Negative
20200500 COVID-19 TgW/IgG | COVI0d0 COVID-191gM | 047 Negative
[] Tnfuenza A, 202005.08 Test il COVID-101gM/igG | COVIDaD COVID-191gG | 048 Hegative
Hipdm02 |
70200508 COVID-19 IgM/IgG | COVIDAD ToviDAgig | 028 Negative
70200500 Testhiz COVID-191gMjIgG | COVIDdD COVID-197g6 | 02 Hugative
202005.08 [COVID-191gM/IgG | CcovIDdD COVID-191gM | 034 Hegative
] :.nu-mn. 13 20200500 Testiil COVID-19IgM/IgG | CovIDdD CaVID-197gC | 04D Negative
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Tluman 20200500 : TOVID-A91g/igG | COVIod0 CoviD-197gM | 043 Negativa
coronavirus DC43
2020.05.00 Test B2 COVID-19 IgM/IgG COoViodo COVID-19 IgG 029 Negative
2020.0500 COVID-19 IgM/IgG | COVIOAD COViD-190gM | 03 Negitive
10 Paralnllucnza 162 | 20200500 TestiL COVID-191gM/IghG | COVIOAD “GoviD-191gG | 024 Negative
2020.05.08 COVID-191gM/IgG | COvIDAD COVID-A91gM | 032 Negative
/
20200500 Test iz COVID-19TgM/IgG | CoVIodD COVID-191gG | 042 Negative
2020,05.00 COVID-191ghijigG | COVID4D foVID-181gM | 036 Negative
i Farainfiucoza 1 20200508 TestAl _ COVID-10Tgh/j1gG | COVIodD COVIDI915G | 046 Negative
~Zozo0s00 | COVID-191gM/IgG | COVISD COVID-19TgM | 074 Negative
20200500 Testiiz TOVID-191g/IgE | COVIDaD COVID-1913G_ | 043 Negative
zoz00508 | COVID-A91gM/IgG | COVIDAD COVID-A91gM | 097 Negative
12 Paralnfluenza 1 20200500 Test i1 COVID-19 IgMfIgG caoyiodn COVID-191gG 0.5 Hegatlve
20200500 COVID-191gH/IgG | COVIaD COVID-A91gM | 046 Tegative
2020.05,00 Test 12 TOVID-191gM/IgG | COVIDAD COVID-191gG | 032 Hegatlve
20200500 ' COVID-A9TgM/igG | Covioao COVID-191gH | DA Negalive
[E] Paralnfuenza 1 20200500 Testil COVIDA91gM/Igh | COVIOdD COVID-191gG | 02 Hegatlve
Z020,05,00 COVID-19 IgM/igh | COVIOAD COVID-191g | 035 Negative
2020.05.00 Tet h2 COVID-191gMJIgG | COVIOAD COVID-191g6 | 02 Negaive
i 20200508 TOVID-19 lngg_{i coviodD COVIDA91gM | 034 Negatlve
1 Paralnfiuenza 1 2020,0508 Teat il COVID-197gM/IgG | COVID4D, TOVIDA91gG | 036 Hegative
[ Z0z00500 | COVID-191gM/igG | COVIOAD COVID-191gM | 0.34 Hegatlve
20200508 TesttZ COVID-191gh/lgG | covios0 TOVID-191gG | D24 Wegalive | : !

20200508 COVID-1TgM/IgG | Coviodo COVID-191gM | 043 Hegativa
15 Paralnfuenza 1 2020,05,00 Test i1 COVID-191gH/Igh | GOVInAD COVID-I91gG | 0.36 Tegative
2020,05.00 TCoVID-191gM/Igd | CoviniD ) TOVIDAS IgM | 0.7 Negative
20200500 Testhz COVID-191gM/IgG | COVIod0 COVIDA9 g6 | 0.26 Hegative
20200508 COVID-197gM/IgG | COVIOdD CoVID197gM_ | 026 Negatlve
16 Paralnlluenza 3 2020.0500 Fest i1 COVID-19 1gM/TgG | coviaid COVID191gG | 024 Hegatlve
Z020.05.08 COVID-191gMJigG | COVIodD COVID-191gW | 043 Negative
20200500 Testnz COVID-191ghfigG | COvIDd0 . COVID-191gG | 047 Tegative
20200508 | COVID-191gM/IgG | COVIDAD CoVID-191gd | 023 Hegative
7 Faralnfluenza 3 2020.05.08 Test i1 COVID-A31gt/lgh | coviDdo TOVID-19TgG | 031 Negative
20200508 COVID-19Igh/IgG | COVIDdD COVID-197gh | 043 flegatlve

20200508 TestHZ COVID-191gM/1gG | COVIOdD COVID-91ge | 045 Hegathve T
2020.05.08, COVID-10 Igh/igh | coviaaa COVID-191gM | 062 Hegative
n Metpnevmavirus | 20200508 Test i1 COVID-19 IghifigG CovIoan CovIn-121gG 039 Hegative
20200500 [ COVID-131gh/igG | COVION0 TOVID-191Igd | 076 Hegative
70200500 Test 2 COVID-19Tghjigh | coviose coviD-191gG | 0.36 Hegative
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20200500 COVID-191gM/IgG | COVIDdD COVID-197gM | D4 Negatlve
19 Melapneumovims | 20200500 Test#1 COVID-I91gM/IgG | COVIDAD COVID-191G | 03 Hegative
2020.05.00 COVID-1S IgM/IgG | COVID40 COVID-191gM | 036 Hegative
2020.05.00 Test 12 COVID-191gM/IgG | COVID40 : :‘@um-m 186 | 043 Negative
20200500 COVID-191gM/IgG | covindo COVID-191gM | 0.49 Negative
’
20 Metapneumovirus | 2020,05.00 Test il COVID-19TgW/IgG | COVID4D COVID-A91g6 | 047 Negative
20200500 COVID-191gM/IgG | Covioan COVID-191ghl | 0.43 Negative
2020,05.00 TestHiZ COVID-191gM/TgG | coviodn COVID-19TgG | 039 Hegatlve
20Z0.05.00 : COVID-191gh/IgG | COVIDdo COVID-191gM | 04 Tegative
21 Melapneumovirus | 2020,05,00 Test L COVIDA91gM/IgE | COVIO40 COVID-1915G | 0.43 Tegalive
2020,05.00 COVID-191gM/igG | Covino COVID-191gM | 033 Negatlve
20200500 Test#z COVID-19 Ig/IgG | covinao COVID-A91gG | 041 Negative
70200500 COVID-191gM/IgG | COVIDdD COVID-19TgM | 049 Negative
2z Melopnoumovirus | 20200508 Test 1 COVID-191gM/Ig6 | GOVID0 COVID-191gG | 0.29 Hegative
20200508 COVID-191gM/IgG | COVIOAD COVID-19 IgM | 021 Hegative
20200508 Test#Z COVID-191gM/IgG | toviodn CovID-191gG | 0AZ Hegative
Z020,05.00 COVID-19 Ighi/lgh | CoviDdn COVID-191gM | DA Hegative
23 Tnfinenza A, Z020.05.00 Test i1 CoVID19 IgM/TgG | COVIpdo COVID-19TgG | 04D Negathva
Hipdm03 s .
f;umn 2020.05.08 COVID-19 1gM/IgG | COVIDd0 COVID-191gt1 | 047 Negative
us NLE3
2020.05.00 Test iz COVID-19 IgM/IgG | COVI04D, COVID-191g6 | 031 Negative
2020,0500 COVID-19 IgM/lgG | covindn COVID-A91gh | 058 Negative
74 Timan 2020.05.08 Test i1 COVID-19 Igh/igd | covindo COVID-191gG | 042 Hegative ] ]
coronavirus NIG3 |
2020.05,08 COVID-19 1gM/IgG | COVIDAD COVID-191gM | 025 Hegative
20200500 Testhiz COVID-19TgM/IgG | taviodo COVID-19TgG | 036 Negative
2020.05.08 COVID-19 1gM/IgG | COViodo COVID-19TgM | 042 Negative
z5 Human 202005.00 Testfil COVID19 1gM/IgG | COViodn COVID-15TgG | 024 Hegative
vorenavirus RIG3
==
20200508 COVID-191gM/Igh | COVI0AD COVID-197gM | b2 Hegallve
2020.05.00 Test W2 COVID-19 1gM/IgG COVIDdD covin-191g6 | 045 Hegative
20200508 COVID-191gMJigh | COVIDAD COVID-191gM | 015 Hegative
76 Tiuman 20200508 Test i1 COVID-19 IgM/IgG | COVIOdO COVID-190g6 | 03z Negativa
coronavirus 0C43
20200500 COVID-19TgM/igé | COVIOd0 COVID-191gM | 093 Negative
20200508 TestHZ TOVIDA9 IgM/IgG | COvindn COVID-191gG | 028 Negative
2020.05.08 COVID-19 1gM/IgGC | COVIOd0 COVID-191gM | 037 Hegative
a7 Tiuman 20200500 Test#1 COVID-191gM/igG | COVIDAO COVID-191gG | 047 Hegative
eoronavirus 0C43 ;
20200500, COVID-191gM/lgG | covIDdn COVID-191gM | 059 Negatlve
20200508 TestBZ COVID-19 Tgti/igG | COvIndo COVID-191gG | 035 Negative
20200508 COVID-19TgM/IgG | COVIDd0 COVID-191gM | 097 Hegative
28 Human 20200508 Test#1 COVID-A9Tgh/igh | COVID40 COVID-191gG | 03 Negative
coranavirus 0C43
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20200508 COVID-19 IgM/IgG covioqo COVID-19 IgM 073 Hegative
20200500 Test#Z COVID-19 IgM/IgG covInd0 COVID-19 IgG 04D Hegative
20200500 COVID-19 Igh/igG | coviodo COVID-191gM | 0.16 Hegallve
29 Human 20200508 Test#1 COVID-19 IgM/IgG COVIO40 COVID-19 1gG 047 Negatlye
coronavirus 0043
2020.0508 COoVID-19 IgM/1gG COvID40 COVID-19 IgM 029 Hegative
2020.05.00 Test #2 COVID-19 IgM/IgG coviodo COVID-19 Igh 046 Hegative
20200508 COVID-19 1gM/IgG COvIoaD COVID-19 Igh 026 Negatlve
an Human 20200500 Test 1 CoViD-19 IgM/1gG coviodn COVID-19 1g6 0.20 Negative
woronavirus 2295
20200500 COVID-19 IgM/1zG CovIodD COVID-19 IgM 0.20 Negative
20209508 Test 12 COVID-19 IgM/1zG COVioso COVID-19 IgG [} ) Hegatlve
20200508 COVIR-19 IgM/IgG COVID40 COVID-19 IgM 040 Hegative
3 Human 20200508 Test i1 COVID-19 IgM/IgG coviodo COVID-191gG 04 Negative
coronavirus 2298
20200500 COVID-19 IgM/IgG Covip4o COVID-19 IgM 035 Hegative
20200500 Test 2 COVID-19 IgM/IgG COvVIn4dD COVID-19 1g6 05 Hegatlve
20200500 COVID-19 IgM/lgG CovIodo COVID-19 IgM 040 Hegatlve
32 Human 20200500 Test i1 COVID-19 1gH/igG | COVID4D COVID-191gG | 0.8 Hegative
coropevirus 229E
2020,0500 COVID-19 Igh/1gG covindo COVID-19 [gM 031 Hegalive
20200500 Test #2 COVID-19 igM/Igt Covinan COVID-12 IgG 0.58 Negative
20200508 COVID-19 igM/IgG Coviedo COVID-19 IgM 033 Hegative
33 Human 2020.0508 Test 1 COVID-19 IgM/IgG covVIndD COVID-19 136 044 Negative
coranavirus 2295
20200508 COVID-19 IghfIgG Coviodo COVID-19 IgM 028 Negallve
20200500 Test 2 COVID-19 1gM/Igh Coviodo COvID-19 g6 044 Hegatlve
20200500 COVID-19 IgM/IgG Coviedo COVID-19 g 021 Hegative
a4 Human 20200508 Test W1 COVID-19 1gMy/Igh COViod0 COVID-19 IgG 040
coronavirus 229E
202009500 CoVID-A19 IgM/igG COVIoa0 COVID-19 1gM 2
20200500 Test 2 COVID-19 IgM/IgG COVIO40 COVID-19 IgG 044 Negative
20200500 £OVID-19 IgMJIgG Coviodo COVID-19 IgM il Poskiy
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5. Conclusion

Al tests were performed using sernm collected after 4 weeks or more of patients with
respiratory virus detected in nasopharyngeal swab. Based on the results of, it was found that

COVID-19 IgM/IgG Test showed a high specificity in the test with serum specimens
related to respiratory disease,
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