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e 2019-nCoV IgG/IgM Rapid Test Cassette
vJusChek.

(Whole Blood/Serum/Plasma)
Package Insert

A rapid test for the qualitative detection of IgG and gV antibodies to 2015-nCoV in human whole biood, serum or

plasma specimens.

For professional in vitro diagnostic use oply.

The 2018-nCoV igGfigM Rapid Test Cassette is a lateral flow chromatographic i ssay for the q
detection of lgG and |oM antibodies to 2019-nCoV in human whale blood, serum or plasma specimen,

The novel corenaviruses belong to the b genus. COVID-19 is an acute respiratusy infectious disease, People are
generally susceptible. Curently, the palients infected by the nove! coronavirus are the main soyrce of infaction;
asympiomatic infected people can also be an infectious source. Basad on the current epidemiotogical investigation,
the incubation period is 1 to 14 days, mostly 3 to 7 days. The main manifestations include fever, fatigue and dry
cough. Nasal congestion, runny nase, sere throat, myalgia and diarrhea are found in a few cases.

The 2019-nCaV I3G/lgM Rapid Test Cassetta (Whale Blood/Serum/Plasma) is a qualitative membrane-basad
i for the ion of fgG and igh antibodies to 2018-nCoV in whole bivod, serum or plasma
specimen. This test consists of two comp s, an lgG t and an igM ca t. In the IgG component,
anti-humen 19G is coated in I9G test line regian. During testing, the specimen reacts with 2019-nCoV antigen-
coated particles in the test cassette. The mixture then migrates upward on the membrane chromatographically by
capillary action and reacls with the anti-human 1gG in igG fest line region, if the specimen contains IgG antibodies
o 2019-nCeV. A colored line wilt appear in 1gG test Fine region as a result of this. Similarly, anti-human igM is
coated in IgM test line regicn and if specimen contains lgM antibodies to 2019-nCoV, the conjugate-specimen
cornplex reacts with anti-human Igh. A colored line appears in IgM test line F&gion as a result.

Therefore, if the specimen contains 2019-nCaV 193 antibodies, a coiored ling wil appear in igG test line region If
the specimen contains 2019-nCoV fgh antibadies, a colored line will appear in IgM test line region. If the
specimen does not contain 2018-nCoV antibadies, no colored fine will appear in either of the test line regions,
indicating & negative resull. To serve as a procedural control, a colored line will always appear in the contral fine
ragicrindicating that the proper volymeé of specimen has Deen added and membrans wicking has occyrred.

The test contains anti-human IgM and anti-human gG as the capture reagemt, 2078-nCoV antigen as the

detection reagent. A goat anti-mouse igG is employed in the controf line system.

PRECAUTIONS

. This package insert must be read completaly before performmng the test. Failure to fallew directions in insert

may yield inaccurate test results,

For professional in vitro diagnostic use only. Do not use after expiration date,

Do not eat. drink or smoke in the area where the spacimens or kits zre handled.

Do not use test if pouch is damaged.

Handle all specimens as if they contain infectious agents. Observe established precautions against

microbiological hazards throughout all pracedures and follow the standarg pracedures for proper disposal of

specimens.

Waar protective clothing such as laberatory coats, disposable gloves and eye pratection when specimens are

assayed.

Ptease ensure thal an appropriate amount of samples are used for testing. Too much or too little sample size

may lead to deviation of resulis.

. The used test should be discarded according to ocal regulations.

._Humidity and temperature can adversely affect results.

STORAGE AND STABILITY

Slare as packaged in the sealed pouch at room temperature or refrigerated (2-30°C). The test is stable through

the expiration date printed on the sealed pouch. The test must emain in the sealed pauch until use. DO NOT

FREEZE. Do not usa beyend the expiration date.

SPECIMEN COLLECTION AND PREPARATION

» The 2018-nCoV IgG/lgM Rapid Test Cassette (Whole Blood/SerumvPlasmaj can be performed using whele
biood {fram venipuncture or fingerstick), serum or plasma.

+ To collect Fingerstick Whols Blogd Specimens:

+ Wash the patient’s hand with soap and wam: water or ciean with an aicehol pad. Alfew ta dry
* Massage the hand without touching the puncture site by rubbing down the hand lowards the fingerlip of the
middle or ring finger.

Puncture the skin with a lancet. Wipe away the first sign of blood.

Gently rub the hand from wrist to palm to finger 1o fanm a reunded drop af bieod over the punclure sile.

Add the Fingerstick Whale Blood specimen o the test by using a capillary tube;

= Tauch the end of the capillary tube to the blood unil filed to approximately 20 Aveld air bubbles,

+ Separate semim ar plasma from blood as soon as possible to avoid hemolysis. Use only clear non-hemalyzed
specimens.

+ Tesling should be performed immediately after the specimens have been collected. Do not leave the
specimens at room lemparaturs for prolonged periads. Serum and pizsma specimens may be stered at 2-8°C
for up ta 7 days, for long. ferm storage, serumiplasma specimens shouid be kept below -20°C. Whole blood
colfected by venipuncture should be storad at 2-8°C if the test is to be run within 2 days of coflection. Do not
fraeze whole blood specimens. Whole blood collected by fingerstick should be tesled immediately.

= Bring specimens to room temperature prior to testing, Frozen specimens must ba completely thawed and
mixed well prior {0 testing. Specimens should not be frozen and thawed repeatedly.

+ I specimens are fo be shipped, they should be packed in compliance with focal requiations covering the
transportation of eliological agents.

+ EDTA K2, Heparin sodium, Citrale sodium and Potassium Oxalate can be used as the anticoagulant for
collecting the specimen.
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Materials provided
» Droppers + Package insert
Materials required but not provided
» Centrifuge (for plasma only)
= Timer
- Pipelte

« Testcasseltes + Buffer

+ Specimen collection containers

+ lLanceis {for fingerstick whote biced only}

« Capillary tubes

DIRECTICNS FOR USE

Allow the test, specimen, buffer and/or controls ta reach room temperature {15-30°C} prior to testing.

1. Remove the test cassatte from the foil pouch and use it within one hour. Best results will be obtained if the test
is performed immediately after opening the foil pouch.

. Place the cassette on a clean and level surface,

Far Serum or Plasma specimen:

+ To use 2 drapper: Hold the dropper vertically, draw the specimen to the Fill line fapproximately 10pL), and
transfer the specimen to the spacimen well (§), then add 2 drops of buffer {approximately 80 ul )}, and stant
the timer.

+ To use a pipatte: To transfer 10 ul_ of specimen to the specimen weli{S), then add 2 drops of buffer
{approximately 80 uL}, and siart the timer,

For Venipuncture Whoie Blood specimen:

» Ta use a dropper: Hold the dropper vertically, draw the specimen about 1 cm zbove the Fll fine and
transfer 1 full drop (approx. 20uL) of specimen 1o the sampie well(S). Then add 2 drops of buffer
(approximately 80 uL} and start the timer.

* To use a pipette: To transfer 20 k. of whole blood fo the specimen well{S), then add 2 drops of buffer
{approximately 80 L), and start the timer,

For Fingerstick Whole Bfood specimen:

= To use a dropper. Held the dropper vertically, draw the specimen about 1 cm above the fill line and
transfer 1 full drop (approx. 20pl) of specimen to the sample well(S). Then add 2 draps of buffer
{approximately 80 uL) 2nd start the timer.

¢ To use a capiilary tube: Fill the capifiary tube and transfer appreximately 20pL. of fingerstick whole blood
specimen lo the specimen well (3) of test casselle, then add 2 drops of biser (approximately 80 ul) and
start the timer. See Hustration below.

3. Wait for the colored fine(s) lo appear. Read results at 10 minutes. Do not interpret the result afer 20 minutes.
Note: it is suggesied nol to use the buffer, beyand & months after o
INTERPRETATION OF RESULTS
1gG POSITIVE:* Two calored lines appear. One colored line should ahways appear in the control fine region (G}
and another fine should be in the IgG tine region.

IgM POSITIVE:" Two colored lines appear. One colored line should ahways appear in the control fine region {C)
and another line should be in the igM fine regian.

139G and IgM POSITIVE:* Three colored lines appear. One colored fine should always appear in the control line
region (T} and two lest lines should be in the IgG Iine region and 1gM line region.

*NOTE: The intensity of the color in the test line regions may vary depending on the concentration of 2019-nCov
antibodies present in the specimen. Therefore, any shade of color in the lest fine region should be considered
positive.

NEGAFIVE: One colored line appears in the control line region {C). Ne line 2ppears in the 1gG region and IgM
region.

INVALID: Control line fails to appear. Insufficient spacimen volume or incarrect proceduraf techniques are the
most fikely reasons for control fine faifure. Review the procedure and repeat the test with a new test. If the problem
persists, discontinue using the lest kit immediately and contact your local dislributar.
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QUALITY CONTROL.

Intemal procedural controis are included in the test. A colored fine appearing in the conlrl regian (C) i$ an intemal
precedural contrel. It confirms sufficient specimen volume and carrect procedural technique. Contr! standards are
not supplied with this kif; however, it is recommended that positive and negative contrals be tesled as a2 good
iabaratory practice to confirm the test procedure and to verfy proper test perforance.

1. The test Procedure and the inlerpratation of test Result must be followed closely when festing for the prasence
of SARS-CoV-2 virus specific antibodies in the serum, plasma or whele bigod specimen from individual
subjects. For optimal test parformance, proper sample collection is critical. Faiture to fallow the procedure may
give inaccurate results.

2. The 2018-nCoV lgG/lgM Rapid Test Cassette (Whole Blood/SerumvPiasma) is for in vitro diagnostic use only.
This test should be used for detection of IgG and IgM antibody to SARS-CoV.2 in whole blood, serum or
plasma specimens as an aid in the diagnosis of patients with suspected SARS-CoV-2 infection in canjunction
with clinical presentation and the results of other faboratory tests. Neither the quantitative vaiue nor the rate of
increase in the concentration of IgG or lgM antibodies to 2018-nCaV an be determined by this quaiitative test.

3. The 2019-nCoV IgGAgM Rapid Test Cassette (Whole blood/Serum/Plasma) will only indicate the presence of
IgG and IgM antihodies lo SARS-CoV-2 in the specimen and should not be used as the sole criteria for the
diagnosis of SARS-CoV-2 infections.

4. The resuits obtained with the test should he considered with other ciinicaf findings fram other jaboratory asis
and svaiuations

5. if the test result is negalive or nan-reactive and clinical symptoms persist, it is recommanded to re-sample the
patient a few days later or tast with a molecular diagnostic device to nile out infaction in these individuals,

8. The hematocrit level of the whale blood can affeet the test results. Hemalocrit fevel needs to be between 25%
and 65% for accurate results.

7. The test will shaw negative results under the following conditions: The bler of the novel corenavirus antibodies
in the sampte is lower than the minimum detection limit of the test, or the virus has undergane minar amino
acid mulation(s) in the epitope recognized by the antibady utiized in the test, or the navel coronavirus antibedy
has not appeared at the time of sample collection (Asymptomatic stage).

8. In the early infection, anti-SARS-COV-2 antibodies cancentrations may be below delactable level Therefare it
is not recermmended (o use the test in early diagnosis af COVID-19.

8. The cantinued presence ar absence of antbodies cannot be used to determine the success or failure of
tharapy.

10, Resuits from immunosuppressed patients should be interpreted with caution.

11. At this time, it is unknown how long igM or 19G antibodias may persist following infeclion.

PERFORMANCE CHARACTERISTICS

Sensitivity and Specificity
The 2019-nCeV IgG/igh Rapid Test Cassette (Whole Blood/SerumvPlasma) was compared with a leading
commercial PCR: the results were tabulated as below.

IgG Result
Method PCR
Z019AC0V Bzl Fosiive® Negatve Total Resules
i3/1gM Rapid Positive 20 1 21
Test Negative ] 45 i3
| Total Resulls 20 50 10
Relative Sensitivity: 100% (35%CI* 86.0%-100%) *Confidence Interval
Relalive Specificity: 98.0% {85%CI™: 89.4%-39.9%)
Accuracy: 92.6% (95%Ci™ 92.3%-92.95%})
Ight Resuit
Method FCR
Z0T3CY Rasulls Positive™ Negatie Total Results
lgGHgM Rapid Positive 17 2 19
Test Negative 3 48 51
Total Results 20 50 70

Relative Sensitivity: 85.0% (95%C1™: 62.1%-06 B%) *Confdence Interval

Retative Specificity: 95.0% (95%CI™ 85.3%4-99.5%)

Accuracy: 92 9% (85%CI": 84.1%-97 6%)

*All the 20 positive spacimens were collected fram hospitatized individuals who were clindeally confirmed posifive
for SARS-CoV.-2 infection, Al the time of sample collection these individuzis exhibited severe symploms or they

were in recovery stage

Precision
Intra-Assay
Witkin-run precisicn has been determined by using 3 replicates of three specimens: a negalive, a lgG positive,
and a IgM positive. The negalive, IgG positive, and Igh positive vaiues were comectly identified »8%% of the time.
inter-Assay
Between-run precision has been determined by 3 independent assays on the same three specimens: a negative, a
19G positive, and a IgM pasitive. Three different fots of the 2013-nCoV 19G/Ight Rapid Test cassefte (Whole
Blood/Serum/Plasma) have been tested over a 3-days pericd using negative, lgG positive, and IgM positive
specimens. The specimens were commectly identified >99% of the time.
Cross-reactivity
The 2018-nCoV IgG/igM Rapid Test Cassette (Whole Bload/SerumyPlasma) has been tested for antiinfluenza A
virus, anfi-influenza B virus, anti-RSV, anti-Adenovirus, Anti-Measles, HAMA, RF, non-specific IgG, non-specific
IgM, antl-EV7%, anti-Parainfluenza virus, HBsAg, anti-Syphifis, anti-H.Pylori. anti-HIV and anli-HCV positive
specimens. The results showed no cross-reactivity.
Interfering Substances
The following compaunds have been tested using the 2019-nCoV IgG/igM Rapid Test Casselle {Whols
Biood/Serum/Plasma} and no interference was observead,
Triglycaride: 100 mg/dL Ascarbic Acid; 20mg/dL

Bifirybin: B0mgdL Total cholesterol: 15mmaif.

Hemaglabin: 1000mgrdL

1, Wastgard JO, Bamy PL.Hunt MR, Groth T. A multirule Shewhar! for quality contrel in clinical chemistey,
Clinical Chemistry 1981;27:493-501
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WARNING STATEMENT
* Negative results ¢o not rule out SARS-CoV-2 infection, particularly in those who have been in conlact with the
virus. Follow-up tesling with a molecular diagnostic should ke considered to rule ot infection in these individuals.
* Results from antibody testing shauld not be used as the sole basis (o diagnose or exciude SARS-CoV-2 infection
or to inform infection status.
* Positive results may be due to past or present infection with non-SARS-CeV-2 coronavirus strains or other

interfarence factors.
* Mot for the screening of donated blood.




