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Easy! Rapid! Detection of novel coronavirus antibodies (lgG)in blood samples.
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LF [nstructions for Use]

Significance of Measurement

Measuring Principles

=

This kit is intend ed for aresearch use in detecting human IgG
antib odies against nucleocapsid protein of SARS-CoV-2 as the causative
virus of COVID-19. There are two different methods to detecta virus
infection, oneis detectingvirus itself like PCR methodsand anotheris
detecting antibodies (1gG, 1gM, IgA, etc.) produced after virusinfection.
An immuneresponse to COVID-19 is unclear, however, it was reported
thatIgM had not always produced in all patients. On the other hand, 1gG
had been detected in 60 - 80% of the patients in 10 days, and in most of
the patients in 14 days after symptom onset. Furtherresearch and
analysis arerequired foran immune reaction against SARS-CoV-2, though
many cases are reported that amount of IgG against SARS-CoV-2 had been
keptin 30 days after symptom onset.
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Please read before use —========= === == == o oo e e
* This productis not an in vitro diagn ostic medical device. Cannot be used
fordiagnostic or therapeutic pu rp oses.
* This product is designed forlaboratory research only.
* Be sure to read the instructions for use before use.
+ Store in acool and dark place at2 - 25°C.
* The sampler is made of thin plastic. Handle with careas itis fragile.
+ Use within the expiration date.
* Proper Infection control measures should be provided by individuals.
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Test Procedure

specimen, if exist, bind to the recombinant
SARS-CoV-2 antigen protein conjugated with

red colloidal gold which is immobilized in test @ g' § § é 5
stick.

This complex of IgG antib ody and colloidal I 7
gold is flowed toward the end of the membrane.

flow direction

SARS-CoV-2 antgen corj ugated with

Y anti -
colloidal gold anti-S ARS-CoV-2 antibody

The complex is trapped with the anti-human 1gG & motse lg6 conjugatedwith cal oidal ¥ anti-human IgG antibody
. . N . Id .

antibodies fixed on the middleof membrane. © Y anti-mouselgG antibody

Then itis recognized as red test lineon test O specimen O buffer

window of the test stick.

Uncomplexed colloidal gold is not trapped with the anti-human 1gG antibodies fixed on
the middle of membrane. In case of absence of IgG antib odies against SARS-CoV-2 in the
specimen, no test line is observed in the test window.

Cautions
For safe disposal

All waste in thistest procedure, this product, its solutions, and by-products
that should be disposed in accordance with environmental protection and
was te disposal regulations, relevant locallaws and regulations.

v Instruction Video 1 Open the package and take out the items
Ver.2

inside.

LE

test stick sampler buffer
# Also open the buffer bottle cap
# Use test stick in 15 minutes after open the
package

Check before Use Needed b ut not sup plied materials:

e N N
2 Disinfect a blood collection site on your 3 Press fingertip lightly to make a ball
finger with disinfectant wipe and perform of rice grain-sized blood.
skin puncture to draw blood using a lancet.
i

N
A

# The action of opening and
closing your hand and/or
massaging your finger will
help to enhance blood
circulation in your finger.

# Bleeding speed depends on the lancet
you use. Sample your blood from proper
size of the drop. The sampler sometimes

# Please follow the does not work properly when blood
- instructions of the chosen drop's size is too small.
lancet product.
lancet adhesive adhesive  hemostatic
fi ick] i
L (finger prick) plaster wipe gauze || )
s N N
4 Hold the sampler vertically, put the b Immediately, hold the sampler vertically, 6 Immediately, apply two drops of buffer to the sample well (A).
sampler tip on the puncture site, from attach the sampler tip with blood sample
right above the blood drop to collect gently right above to the sample well (A) of
the blood. the test stick. Keep the attachment until all d
blood absorbed into the test stick.

i A DO NOT make the nozzle DO NOT apply the buffer
| testwi hth le well (A i
i test window touch the sample well (A)  to the test window
i # The color of the sheet in the test window will begin to —
l\’_‘,q_ sample well (A) change in ten seconds after applying the buffer. If you see
no change , you may be short of buffer. In this case, apply
# The blood volume is approximately 10 pL . . 1-2 more drops of buffer to the sample well (A) and make u
from the tip of the sampler to the cut. At “:PP'Y thle blood tc;(the. S'“;: belfore Coasr:{'athﬂ- sure that the color of the sheet in the test window begins
least half full of blood is required for testing. The coagulation makes it difficult to run this test. to change. sample flow

- .

/

7 Wait until the colored line(s) appear(s).
Read the test result in 15 min.

Labels on the test window

C: control line
indicating the test conducted successfully

G : IgG test line g e
indicating detection of IgG against SARS-Cov-2 'l ____________ 4
M : not for this product
# In case the test line
# If you can not find the control line in the test \ color is weaker than

window, the test you ran is failing for some reason. test stick

J
Negative
# Test example (Imagery)

the control line

# The illustrationis an image of the product. Product appearance is subject to change without notice.
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Scientific Information ( Antibody Titer with ELISA Method)

Non-parametric statistical analysis in antibody titers 15 - 21 days after symptom onset Relationship between sensitivity of ELISA

p < 0.001 method and the days after symptom onset
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negative positive negative positive days after symptom onset
group group group group
ROC analysis as 1gG antibody marker (ELISA method)
sensitivity: 88 %, specificity: 99% Properties of QuaResearch IgG LF
positive percentvalue: 99%, negative percentvalue: 97% sensitivity: 87 %, specificity: 100%
false-positive rate: 0.2%, false-negative rate: 12% positive percentvalue: 100%, negative percentvalue:92%
area underthe curve: 0.96 false-positive rate: 0%, false-negative rate: 13%
(95% confidence interval: 0.941 - 0.987)
positve  negative positive  negative
group group total group group total
) positve 128 1 129 QuaResearch positve 20 0 20
1gG titer . 19G LF i
negative 1g 494 512 g negatve 3 36 39
total 146 495 641 total 23 36 59

Please check the followings before use Specification

[Specimen Sampling] Product Name : QuaResearch COVID-19 IgGLF
+ Apply the collected specimen to the sample well of the test stickimmediately.

) . CAT Code : ERCGLF101(10test/kit)
* Needed but not supplied materials: Measurement Principle : Immunochromatography
lancet (finger prick), adhesive plaster, disinfectant wipe, hemostatic gauze. Specimen ' Whole blood, serum, plasma
[Operation] Specimen Volume ;10
+ Perform this test in accordance with the procedure indicated in this manual. Measurement Time . 15 minutes
* Do NOT apply b uffer before the specimen ap plication. Storage Temperature  : 2 -25°C
* This kit is designed for blood testing, butnotforother type of specimen. Expiration Date . 12 monthsafter manufacture date

* This kit is available only for the designated purpose.
* Use the buffer provided with the test stick.

[Others] Kit Contents

+ Do not use this product for diagnostic and therapeutic treatment, as itis not an

| [10 tests/kit]
in vitro diagnostic medical device. .
* Users ofthi?productare at their own risk and we are not responsible forany Test Stick : 10
damage Sampler : 10
or inconvenience caused by it. Buffer : 10
+ Keep away from unrelated persons. Safety Data Sheet : 1
Instructions for Use : 1
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Manufacturer and Seller: Cellspect Co., Ltd. Contact us: Cellspect Co., Ltd. X We support the utilization and research with this product, but not
Address: 2-4-23 Kitaiioka, Morioka, Iwate 020-0857 TEL: +81 (0)19-681-2088 for purposes other than intended.
URL: https:/ /www.cellsp ect.com e-mail: st_sup port@ cellspect.com In case you find any SARS-Co V-2 positive specimen in your research,
Reception time: 9:00-17:00 please handle it properly according to the regulations of your
(Except weekends and holidays) facilities and competent authorities.
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