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Clinical Validation report of Novel
Coronavirus (SARS-Cov-2) Antigen Rapid
Test device (saliva)
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1. Clinical validation time
This clinical evaluation was conducted from October 2020 to November,2020.

I1. Background information for clinical evaluation

Since December 2019, world has successively discovered multiple cases of patients with new-type
coronavirus pneumonia. With the spread of the epidemic, China and abroad have also been found.
As an acute respiratory infectious disease, the disease has been included in the Class B infectious
diseases stipulated in the Law of the People's Republic of China on the Prevention and Control of
Infectious Diseases, and is managed as a Class A infectious disease. Based on the current
epidemiological investigation, the incubation period is 1-14 days, mostly 3-7 days.

The main manifestations are fever, dry cough, and fatigue. A few patients have symptoms such as
nasal congestion, runny nose, sore throat, myalgia and diarrhea. Severe patients usually have
dyspnea and / or hypoxemia one week after the onset of symptoms, and severe patients can quickly
progress to acute respiratory distress syndrome, septic shock, difficult to correct metabolic acidosis,
coagulation dysfunction and multiple organ Functional failure, etc. It is worth noting that in the
course of severe and critically ill patients, there may be moderate to low fever, even without obvious
fever. :

Mild patients showed only low fever, mild fatigue, and no pneumonia. Judging from the current
cases, most patients have a good prognosis, and a few patients are critically ill. The elderly and
those with chronic underlying disease have a better prognosis. Symptoms in children are relatively
mild.

The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test device (saliva) developed by our
company can help diagnose whether patients are infected with the Novel Coronavirus. It has further
enriched the detection methods of Novel Coronavirus, expanded the supply of detection reagents,
and fully served the needs of epidemic prevention and control.

II1. Test purposes

The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test device (saliva) produced by Hangzhou
Realy Technology Co., Ltd. was used to verify the feasibility of clinical evaluation and the reliability
of test results for Chinese subjects.

The purpose of research of the clinical test is to calculate the consistency percentage of
negative/positive and the total consistency percentage and Kappa coefficient by statistically
analyzing test results through comparative experimental research.

1V. Test design

1. Test plan selection and rcasons

In vitro diagnostic reagents for testing and reference reagents were used to conduct comparative
research tests on clinically suspected Novel Coronavirus saliva samples, and it was proved that the
in vitro diagnostic reagents used in the test can achieve the expected assistance in infection of the
Novel Coronavirus.

2. Sample volume required

The total number of clinical trials of this product is not less than 100 cases. The samples is classified
into the positive group and the negative group as per the test results of the reference product.
Meanwhile, the (unfrozen) nasopharyngeal swab samples shall be tested via the RT-PCR fromthe
same patient at same time , then the saliva sample test results of the product tested and the
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nasopharyngeal swab sample RT-PCR test results shall be compared, with statistical analysis being
made.

3. Sample inclusion/exclusion certification.

The positive group and negative group in this experiment are applicable to the following
inclusion/exclusion criteria.

Positive group inclusion;

PCR Test is positive;

symptoms are clinically positive;

Negative inclusion;

PCR test is negative;

Sample collection, processing

It is applicable to the diagnosis of the Novel coroinavirus from the samples of saliva.Use freshly
collected samples for optimal test performance. Inadequate sample collection or improper sample
handling may yield a false-negative result.

Sample collection procedure: The oral fluid specimen should be collected using the saliva collect
cup provided with the kit. Follow the detailed Directions for Use refer to product IFU. No other
collection cup should be used with this assay. Oral fluid collected at any time of the day may be
used. NOTE: Do not place anything in the mouth including food,drink,gum, tobacco,water
and mouthwash products for at least 10 minutes prior to collection of oral fluid specimen.
Specimen preparation:

When the saliva is collected, follow the direction to prepare the specimen with buffer provided with
the kit.

4. In vitro diagnostic reagents and reference products for testing

5.1 Test in vitro diagnostic reagents

Name: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test device (saliva)

/g@‘\}\\x e

Specification:20 tests/kit

LOT: 202010001

Expiry: October,2022(Tentative)

Storage Conditions: Store in a dry place at 2-30°C, protected from light. After opening the inner
package, the test card will become invalid due to moisture absorption. Please use it within 1 hour.

Source:Hangzhou Realy Tech Co.,Ltd

5.2 Reference products

Name: Novel Coronavirus(2019-nCoV) Nucleic Acid Diagnostic Kit (PCR-Fluorescence Probing)
Manufacturer: Sansure Biotech Inc.

Storage Conditions: Store in a dry place at 2-8°C, protected from light.

V. Experiment method

Allow the test device, specimen, extraction buffer to equilibrate to room temperature (15-30°C)
prior to testing.Do not place anything in the mouth including food,drink,gum, tobacco,water
and mouthwash products for at least 10 minutes prior to collection of oral fluid specimen.
1.Spit enough saliva into the saliva collect cup/bag.
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2 Draw the saliva from the cup with a dropper, transfer 4 drops of saliva to the extraction tube.

3 Take out an extraction tube and a bottle of extraction buffer, remove the extraction buffer bottle
cap, add all the extraction buffer into the extraction tube.

4.Take out a nozzle and close into the extraction tube, gently shake the extraction tube vertically for
about 5 seconds to allow saliva mix well with extraction buffer.

5.Fold the used cup/bag in half and discard it into the plastic bag as medical waste in accordance

with local regulations
Note: The detection steps need to be completed under protection against infection.

VI. Statistical methods of statistical analysis of clinical research data

A Methods evaluating clinical performance

Whether various indexes can reach the standards of clinical evaluation shall be judged by
calculating the consistency percentage of negative/positive and the total consistency

percentage in the test results of the product tested and the reference product, to validate the accuracy
and applicability of the product in clinical applications. The product tested shall be subject to tests
through the sample of different types, with statistics on the results. Meanwhile,different types of
sample of the subjects shall be subject to determination by the product tested synchronously, and
then the determination results of both shall be compared. The test results recorded shall be subject
to statistical analysis upon completion of determination of all clinical samples,to calculate the
consistency percentage of negative/positive and the total consistency percentage. Afterwards,
equivalence of both shall be evaluated as per these statistical indexes

B Statistical method

The products launched on the market shall be subject to comparative study and evaluation.Kappa
inspection: each sample shall be tested with the product tested and the reference product respectively,
and then the consistency in statistical results of these two inspection methods shall be compared
through Kappa inspection.

The data shall be subject to Kappa inspection and analysis and the Kappa coefficient shall

be calculated.Favorable consistency can be proven if Kappa is>0.8. The consistency in test results

of the product tested and the reference product is evaluated as per the evaluation standards.
V11 Standards of clinical evaluation
The coincidence rate shall be calculated by comparing with the reference product whose marketing

is approved. The product performance shall meet the following requirements.

1)Coincidence rate of negative: the sample whose test results are negative for both the product tested
and the reference product and the proportion in the sample whose test results are negative for the
reference product shall be more than 95%.

2)Coincidence rate of positive: the sample whose test results are positive for both the product tested
and the reference product and the proportion in the sample whose test results are positive for the
reference product shall be more than 85%.

3)Total coincidence rate: the sample whose test results are the same for the product tested and the
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reference product and its proportion in the total number of samples shall be more than 90%.

2019-nCoV nucleic acid test kit
Method R)
(RT-PCR Total Results
Result ositive negative
The Novel Coronavirus p €
(SARS-Cov-2) Antigen positive A B A+B
Rapid Test device (saliva) ]
negative C D C+D
Total Results A+C B+D A+B+C+D

Clinical sensitivity =A/{A+C)*100%

Clinical specificity = D/(B+D)*100%

Accuracy: (A+D)/(A+B+C+D)*100%

If the coincidence rate of positive/negative can meet clinical requirements, two methods or
Products are considered as equivalent; I the coincidence rate of positive/negative is greatly different,
the clinical scheme should be re-designed.

4)Kappa consistency analysis shall be adopted for statistical analysis of reference reagents.

The results of the product tested are statistical materials and can be per the table below:

2019-nCoV nucleic acid
test kit (RT-PCR)

Method
Total Results

) Result positive negative
The Novel Coronavirus (SARS-

Cov-2) Antigen Rapid Test positive A B A+B
device (saliva)

negative C D C+D

Total Results A+C B+D A+B+C+D
Py (A+D)/(A+B+C+D)*100%

P=((A+B)(A+C) HA+B)(B+D)) /(A+B+C+D)?

Kappa:( Po-Pe)/(1-pe)

If conducting Kappa consistency analysis for the base data above, high consistency can be judged

if the Kappa coefficient is >0.8,and both systems are considered as equivalent. Consistency is
considered if 0.4<Kappa coefficient <0.8, and the coincidence rate of positive/negative shall be
compared, with statistical analysis being made. Two such systems are considered as inconsistent
and in-equivalent if the Kappa coefficient is <0.4.

VII Provisions for amendments to clinical validation

In general, the clinical validation should not be changed. Any modification to the project during the
test should be explained, and the time,reason, process of change, and whether there is a record of
the change are explained in detail and its impact on the evaluation of the entire research result is
explained.

IX. Results and Analysis of Clinical Tests

In total, 405 patients’ samples are included for the unit, all the saliva samples and nasopharyngeal
swab samples are tested. Statistics on rapid test results and those of the RT-PCR tested are as follows:
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2019-nCoV Nucleic Acid

Method -
Test Kit (RT-PCR)

Total Results

Results Positiv Negative
The Novel Coronavirus (SARS- . y B

Cov-2) Antigen Rapid Test Positive 157 1 158
device (saliva)

Negative 12 235 247

Total Results 169 236 405

Clinical sensitivity =157/169= 92.9 % (95%CI*:87.89% to 96.00%)

Clinical specificity = 235/236=99.58% (95%CI1*:97.39% to >99.99%)

Accuracy: (157+235)/ (157+1+12+235) *100%=96.79% (95%CI* 94.53% to 98.17%)
Pe=(158*169+158*236)/ (405*405) =0.39

Kappa:( Py- Po)/(1-pe) =0.95

*:05% confidence interview

According to the above table, 235 are proven negative of 236 negative specimens, 157 are proven
positive of 169 positive specimens. The sensitivity and accuracy are more than 90%, indicating
favorable consistency with the reference product. The Kappa=0.95>>0.8,indicating favorable and
high consistency of two methods and equivalence of two such systems.

X Analysis on Inconsistency in Test Results

NO. Age Gender Rapid Test RT-PCR Clinical diagnostic
5 21 F Negative Positive (RdRP gene) Infection 6 days
14 39 F Negative Positive (N gene) Infection 6 days
25 43 F Negative Positive (N gene) Infection 7 days
37 36 M Negative Positive (N gene) Infection 6 days
49 30 M Negative Positive (RdRP gene) Infection 6 days
66 58 F Negative Positive (N gene) Infection 7 days
78 43 F Negative Positive {N gene) Infection 7 days
96 55 M Negative Positive (N gene) Infection 7 days

125 49 F Negative Positive (N gene) Infection 6 days
134 36 F Negative Positive (RdRP gene) Infection 7 days

144 22 M Negative Positive (N gene) Infection 6 days

163 68 M Negative Positive (N gene) Infection 7 days

284 32 M Positive Negative(Ct/Cq) >40 Infection 7 days

X1 Discussion and Conclusions

1.discussion

A Results of comparative analysis of the product tested and the reference product:

Test results of saliva specimen tested and the reference result: both the coincidence rate of
negative/positive and the total coincidence rate are larger than 85%, indicating favorable
consistency with the reference product. In the analysis results of Kappa inspection, Kappa was
proven >0.8, indicating favorable and high consistency of both methods. Both systems were proven
equivalent.

2.Test conclusions
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By analyzing the test results of the product tested and the reference product, the consistency
percentage of negative/positive and the total consistency percentage are proven high. Moreover,
according to the results of statistical analysis, there is no remarkable difference in test results of
both, indicating favorable consistency in diagnosis and equivalence of two such systems and can be
used for auxiliary diagnosis of those suffering from pneumonia triggered by COVID-19.

X. Quality control methods

On-site quality control

1) During the course of this study, clinical implementors appointed clinical inspectors to conduct
regular on-site supervision visits to the research hospital. Through monitoring visits, it was found
that all the contents of the research plan were strictly observed, and the correctness of the research
data was also guaranteed. Participating researchers have undergone unified training, unified
recording methods and judgment standards. The entire clinical trial process is conducted under strict
operation, and the test content is complete and authentic. All observations and findings in the clinical
trials have been verified and the data are reliable. The conclusions in the clinical trials are derived
from the original data.

2) Quality control of clinical experiment process

During the evaluation, quality control was performed daily to ensure that the product was under
control. Strict quality control is performed for each trial to ensure the quality of clinical trials.

XL Prediction of adverse events

Because the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test device (saliva) is an in vitro
diagnostic reagent product, no direct contact with patients is required in clinical trials, no test
report is provided to patients, and the test results are only used for comparative studies. It involves
personal privacy, does not serve as a basis for auxiliary diagnosis, does not bring any risk to the
subject, and does not cause adverse events.
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Annex | :Package Insert

Novel Coronavirus (SARS-Cov-2) Antigen Rapid
Test Device (saliva)
Package Insert
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ANTIGENS /N HUMAN SALIVA.
For In Vitro L

NOVEL CORONAVIRUS

mumlcmm;(smsmz)mﬂwumetmmmnmmc

test for the cualtstive deteclion of Novel coronavina antigens in human $aiva, using the rapkd

Ammunochromels method. The identification is based on the

spaciic for tha Novel CHreviNuS anfigen. It wil peovide information for clinical doctons to preseride
madications.

The novel cononavinses belong o tha 2 genus. COVIO-19 is an acite respiratory infactious

infecticus source. Barsed on the cument epidemi
Ioﬂnayl myan?mm«mmmmmwmm mgmmddymm
MNasal conge = a and dirhea are fourd 1 @ few 5

The HNovel Coronavius (:was-c‘m: Antigen Rpo-d Teal Devce {sabva) is 8n
immunochromatogranhic mambrane assay that usas highly sansitive monocional
HNovel coronavinus
mmnmumdummmnwﬁ;umm resgent pad and
membrane. The conugated with the

wwmmmmwwwammmmmnwﬂmn
dissolved and migrate alog with the sampla. If  Nowsl corminawirus is presert in the sempls. &
mmphhmadmenu'\eemi-ucml:uniwﬁms and the vinz will bs caught by
the T region.

Materiale provided
® Tes! dirvice @ Dropper @ Exiraction buffer
® Package ser ® Nozzie @ Extraction ube
@ Tube stand* © Salva collact & Plastic bag

cuphog
*The 20-lest packags conlaina the fube stand. e 1-kas and 5-1e8t package usa the lest box
itaeff s tube stand.
Materiats roquirod but ot provided
® Tmer

DIRECTIONS EOR US
Aliow the tost devics, mmumwmmbmwm
(1wc)mummm¢umhmmmnmm
tobmcto,water and mouthwash products for ot least 18 minutes. prior to collection of oral
fuld

quctmn

1. Spit enough salivs into the sakva coflsct cuphag

2. @aw N saiiva from *he cup with & Aropper, trensfer 4 drops of sailva o the exiraction Wbe

3 Teks out sn extrection hube and a botile of exraction ufler. remave the extraction buffer
bottie 5, 2cd all the extraction buffor into the extraction tube

4 Take oul 0 nozs #nd cote inta the axtraction tube, gently thaks fhe axtroction tube vericaly
for about 5 saconds- b weodl with

5 Foid Ihe used ouphag in haf end discard it into the plastic bag s medical wesle in
accordance with local regulatons.

tmmeld

) istep 2) {step 3) (shop 4) (step 5)
8. R the test devics fram the sealed foil pouch and uss i a5 soon as possbie Best resuits

Vihether i sampke contains the vrus of not, e sokton continues to migrate Lo ancourder

another resgant (an antHMouss IgG amibady] 1hst Dinds the remaning thereby

producing a red line on the region C.

The Movel Cononavinus lSM.S—Cw—z:mmRmuTw Devcs {sabve) product can dewdc!
raindy)

anti-Spike protoin and Larget proten ol
Al presert, whether the NSOTY in the Ursied King8om of tha 501Y V2 in South Arica, the vansnt
of the S protein, end the target fregments of e
2) Arfigen Rapid Tost Dovioo {saivaj have nat
been mutsted So TheNovel Coronavirus. (GARS-Cov-2) Anligen Rapid Test Device {ssive) can

redianly detect the SARS-Cov-2 varants.
So,TheMovel Coronavnus I'SARS-CDU-ZI Mlm Rapit Test Device (sailva) can refably detect
the in and SARS-Cov-2 variams.

mmmmwmmmlmmmﬂmmmwm

agarst Novel v antinodies for Novel

mmrww.-.-nd the paycmel sntbodies agansl the mouse glotuin which are
on tha membrans.

« For in vilro (Eagnostic uss only.

+ Do rotuse stter the sxpiration date.

» Ensure foil
« Perfarm tas! at room lemperaturs 15 fo 30°C
ngﬂldmhﬂ'gnglh-:m‘lll woid touching the reagent membrana and sampls

opening for use.

-umhmmmmumodnmnmmmm

&nnmNmW(ws-OmmeRmndM(uhm-mn
2-30°C). Da ot reaze. Al reagents are stabla untl the sxpraton

1. Specimen collection:
Thee orel fluid spscman should be collected

the ooflaction tools prowidad with the kit Foliow
the detaied Directors for Lisa helow Mo other callection tools should be usad with this sesay.
Orai furd collected at ety 4ma of the day may ba usad.

z ::

Vihen fhe saive i colected, follow the direckion lo prepsre the specmen with buffer provided
with the kit

\will b abtaed if the 359y is parformed immediately aher opning the fail pouch. Put the test
davice on a clean and flat surface.

7. Tramafer 3 drops of sampie into the sampie well of 1St dovica verically star the tmar.

8. nuumemmmo-zo.vmmumtumam-mmzom

(Pledse refer to the dustration above)

POBITIVE: Two red knes appaas. One red line appears i the controd ragion{C), and ana red ine

in tha test regiin(T), The shade of calor may vary. tut it should be considersd positive whenaver
thers is sven o fort ine

NEGATIVE: wunammmmnmmmnmmmhmmm}

resuft Navel corardviaus partides in the sampie or tha.

C). Tha test is invalid ¥ thena is 0 Frne on
Techniquas am the mast tkety
reasons kor control line faitire. Raview the mwﬂnummﬂhm‘nmamm
mwmmhrnpenmmwwmuhimm contact your loeal
Gtribuior.

« The Noved Comnavirus {SARS-Cov-2) Amtigen Rapid Test device (salvm) & Bn stute.phase
mmmummm Sample colleciod May coMain antigen conceniration
below the reagent's sensiivity thrashold, 50 2 nagative test resull does not exclucs irfaction with
novel coronains.

+ The Move! Coronavirus (SARS-Cov-2) Antigen Rapid Test device {sakval detects viable and
depands on antigen (03d In the sampie

adture
nnmlh-pmmintywuhsrmu thersfore.
corepared with 81 other evailable di inical and lsboratory information fo make an accurete

dlagnoss.
+ A negative test rsull may ocour f the lovel of exirected avgen n a specimen is below the
mmdnmulmrmmum

+ Parformance of the lest has not bean estabbsned for monitoring sniivral Yrestment of nove!

coronavins.
+ Positive et resulta do not rule out eo-rfections with other pathogens.
~Nagﬁmnstlsulsmnmmwmhhmrmmﬂmmawm
SARS-Cov-2
« Children fand Io shed vius for longar percds of time than Saulls, which may resuft in
in sensifivity betweon asiuits and children List
ﬂ-mnm.mdmnnlmumm
breaf sta Tharefors. pi ly tollowr
A nagathe mmwlmmmdmnnwbuwm@m
fimit of the test of f the was colected or trarsporad improperly. thersfore a negartve
fost rasult does not ekminate the possibilly of SARS-Cov-2 infection, and should be confirmed
PCR

by factors such as mesls. diet, smoking.
vasfore

Climical valuation was.
{SARS-Cow-Z) Antigon Rapid
Teblo: Nave! Coronavinss (SARS-Cow-2) Antigen Rapid Tes! device (sufva) v, PCR
Menod 2019-nCoV Nucler: Acd
Test Kit (RTPCR) Total Resuts
The Nowel Coronaveus Rasifts Pasitive MNsgative
{SARS-Cav-2) Artigan Repid Positive RETd 1 158
Test cervica (salva) ive 12 F=3 247
Total Results. 189 F=-] 205
Clnical sensiivity = 157/169= 92.9 % {95%CT".67.85% to 96.00%)
Clmnicsl spochcty 58% (95%CI1*97 39% to >09.59%)
Accuracy t15?m5!f|15h4'ﬂ2¢235] “100%=96 79% (S5%CI" S4.53% 10 68 17%)
interval
Cross Reaction
The st resulls ére oelkw the cor in the table below,
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Type 1 1.5 1 \0TCI0gmL
Type 3 75 % 10 TCID gl
Type 5 4.5 x 10TCI0,/mL
Type 1 T % 10 NCID ML
Adanouirus Type & T0% 10TCID,/mL
| Type ZEx 10TCIDgmL
Type 18 25 % 10 TCIDgmL
Type 23 502 10°TCID,
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Influenza B BiLeeial) 8 5 x 10°TCID/mi
BT amanZn2 40« WOFTCI0 i
Respiratory syncybl vines NIA 25« 10°TCID il
Bloomington-2 11 Pl
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282 [CIP 104340 1 10°PRU ML
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Xiasha Econamic &T echnology Development,
310018 Hangzhou, heyrang, P. R. Chima
Wehsitse: wauw.sealytech.com

HANGZHOU REALY TECH CO.LTD.
4th Finor, #12 Building, Eastem Medicine Town,
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Annex I1: Data of Clinical Tests

NO. Age Gender Rapid Test (RT-PCR)
1 49 F Positive Positive (RdRP and N gene)
2 32 F Positive Positive (RdRP and N gene)
3 31 F Positive Positive (RdRP and N gene)
4 32 F Positive Positive (RdRP and N gene)
5 21 F Negative Positive (RdRP gene) -
6 51 M Positive Positive {RdRP and N gene)
7 22 E Positive Positive (RdRP and N gene)
8 46 F Positive Positive (RdRP and N gene)
9 23 F Positive Positive (RdRP and N gene)
10 14 M positive Positive (RdRP and N gene)
11 42 M Positive Positive (RdRP and N gene)
12 51 M Positive Positive (RdRP and N gene)
13 80 M Positive Positive (RdRP and N gene)
14 39 F Negative Positive (N gene)
15 67 M Positive Positive (RARP and N gene)
16 44 M positive Positive (RdRP gene}
17 26 F Positive Positive (RdRP and N gene)
18 33 F positive Positive (N gene)
19 38 F Positive Positive (RdRP and N gene)
20 36 F Positive Positive (RdRP and N gene)
21 3 F Positive Positive (RdRP and N gene)
22 35 F Positive Positive (RdRP and N gene)
23 23 F Positive Positive {RdRP and N gene)

NO. Age Gender Rapid Test (RT-PCR)

24 43 M Positive Positive (RdRP and N gene)
25 43 F Negative Positive (N gene)

26 46 F Positive Positive (RdRP and N gene)
27 55 F Positive Positive (RJRP and N gene)
28 22 F Positive Positive (RdRP and N gene}
29 20 M positive Positive (N gene)

30 42 M Positive Positive (RdRP and N gene)
31 56 F Positive Positive (RdRP and N gene)
32 55 M Positive Positive (RdRP and N gene)
33 26 F Positive Positive (RdRP and N gene)
34 54 M Positive Positive (RdRP and N gene)
35 43 F Positive Positive (RARP and N gene)
36 69 M Positive Positive (RdRP and N gene)
37 36 M Negative Positive (N gene)

38 37 F Positive Positive (RARP and N gene)
39 44 F Positive Positive (RdRP and N gene)
40 43 F Positive Positive (RdRP and N gene)
41 67 F Positive Positive (RdRP and N gene)
42 51 F Positive Positive (RdRP and N gene)
43 75 F Positive Positive (RARP and N gene)
44 60 F Positive Positive (RdRP and N gene)
45 25 M Positive Positive {RdRP and N gene})
46 75 F Positive Positive (RdRP and N gene)
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J Hangzhou Realy Tech Co., Ltd.
NO. Age Gender Rapid Test (RT-PCR) NO. Age Gender Rapid Test (RT-PCR)
47 43 F Positive Positive (RdRP and N gene) 71 26 Paositive Positive (RARP and N gene)
48 30 E Positive Positive (RdRP and N gene) 72 54 M Positive Positive (RdRP and N gene)
49 30 M Negative Positive (RARP gene) 73 45 F Paositive Positive (RdRP and N gene)
50 26 F Positive Positive (RdRP and N gene) 74 38 M Positive Positive (RdRP and N gene)
51 32 F Positive Positive (RdRP and N gene) 75 42 M Positive Positive (RdRP and N gene)
52 73 M Positive Positive (RdRP and N gene) 76 55 F Positive Positive (RdRP and N gene)
53 58 F Positive Positive (RdRP and N gene) 77 33 F Positive Positive (RdARP and N gene)
54 66 F Positive Positive (RdARP and N gene) 78 43 F Negative Positive (N gene)
55 29 F Positive Positive (RdRP and N gene) 79 67 M Positive Positive (RdRP and N gene)
56 56 M Positive Positive {RdRP and N gene) 80 51 F Positive Positive (RdRP and N gene)
57 24 M Positive Positive (N gene) 81 75 M Positive Positive (RARP and N gene)
58 36 M Positive Positive (RdRP and N gene) 82 60 M Positive Positive (RdRP and N gene)
59 70 F Positive Positive (RdRP and N gene) 83 25 F Positive Positive (RdARP and N gene)
60 45 M Positive Positive (RARP and N gene) 84 75 M Positive Positive (N gene)
61 38 F Positive Positive (RdRP and N gene) 85 43 F Paositive Positive (RdRP and N gene)
62 42 M Positive Positive (RdRP and N gene) 86 49 E Positive Positive (RdRP and N gene)
63 55 M Positive Positive (RdRP and N gene) 87 32 F Positive Positive (RdRP and N gene)
64 33 M Positive Positive (RdRP and N gene) 88 31 M Positive Positive (RdRP and N gene)
65 39 M Pasitive Positive (RdRP and N gene) 89 32 M Positive Positive {RdRP and N gene)
66 58 F Negative Positive (N gene) 90 21 M Positive Positive (RdRP and N gene)
67 20 F Positive Positive (RdRP and N gene) 91 51 E Positive Positive (RdRP and N gene)
68 42 F Positive Positive (RdRP and N gene) 92 22 M Positive Positive (RARP and N gene)
69 56 M Positive Positive (RdRP and N gene) 93 46 E Positive Positive (RdRP and N gene)
70 55 E Positive Positive (RdRP and N gene) 94 23 M Positive Positive (RdRP and N gene)
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j Hangzhou Realy Tech Co., Ltd.
NO. Age Gender Rapid Test (RT-PCR)
95 14 F Positive Positive (RdRP and N gene)
96 55 M Negative Positive {N gene)
97 33 M Positive Positive {RdRP and N gene)
98 43 F Positive Positive (RdRP and N gene)
99 67 M Positive Positive (RdRP and N gene)
100 51 M Positive Positive (RdRP and N gene)
101 75 M Positive Positive (N gene)
102 60 M Positive Positive (RdRP and N gene)
103 25 M Positive Positive (RdRP and N gene)
104 75 M Positive Positive (RdRP and N gene)
105 43 M Positive Positive (RdRP and N gene)
106 49 M Positive Positive (RdRP and N gene)
107 32 F Positive Positive (RdRP and N gene)
108 31 M Positive Positive (RdRP and N gene)
109 32 M Positive Positive (RdRP and N gene)
110 21 F Positive Positive (RdRP and N gene)
1 51 F Positive Positive (RdRP and N gene)
112 26 F Positive Positive (RdRP and N gene)
113 33 M Positive Positive (RdRP and N gene)
114 38 F Positive Positive (RdRP and N gene)
115 36 M Positive Positive (RdRP and N gene)
116 3 M Positive Positive (RdRP and N gene)
17 35 F Positive Positive (RdRP and N gene)
118 23 M Positive Positive (RdARP and N gene)

NO. Age Gender Rapid Test (RT-PCR)

119 43 F Positive Positive (RdRP and N gene)
120 75 F Positive Positive {RdRP and N gene)
121 60 M Positive Positive (RdRP and N gene)
122 25 M Positive Positive (N gene)

123 75 F Positive Positive (RdRP and N gene)
124 43 E Positive Positive {RdRP and N gene)
125 49 E Negative Positive (N gene}

126 32 F Positive Positive (RdRP and N gene)
127 31 F Positive Positive (RdRP and N gene)
128 32 F Positive Positive (RdRP and N gene)
129 21 F Positive Positive (RdRP and N gene)
130 51 F Positive Positive (RdARP and N gene)
131 26 F Positive Positive (RdRP and N gene)
132 33 M Positive Positive (RdRP and N gene)
133 38 M Positive Positive (RdRP and N gene)
134 36 F Negative Positive (RdARP gene)
135 3 M Paositive Positive (RdRP and N gene)
136 75 M Positive Positive (RdRP and N gene)
137 43 M Positive Positive (RdRP and N gene)
138 49 M Positive Positive (RdRP and N gene)
139 32 M Positive Positive (N gene)

140 3 M Positive Positive (RdRP and N gene)
141 32 M Positive Positive (RdRP and N gene)
142 21 M Positive Positive (RdRP and N gene)
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j Hangzhou Realy Tech Co., Ltd.
NO. Age Gender Rapid Test (RT-PCR) NO. Age Gender Rapid Test (RT-PCR)
143 51 Positive Positive (RdRP and N gene) 167 20 M Positive Positive (RdRP and N gene)
144 227 M Negative Positive (N gene) 168 26 F Positive Positive (N gene)
145 46 F Positive Positive (RdRP and N gene) 169 22 F Positive Positive (RdRP and N gene)
146 23 M Positive Positive (RdRP and N gene) 170 32 M Negative Negative(Ct/Cq) >40
147 14 M Positive Positive (RdRP and N gene) 171 28 F Negative Negative(Ct/Cq) >40
148 55 F Positive Positive (RdRP and N gene) 172 44 M Negative Negative(Ct/Cq) >40
149 33 M Positive Positive (RdRP and N gene) 173 18 F Negative Negative(Ct/Cq) =40
150 26 F Positive Positive (RdRP and N gene) 174 71 F Negative Negative(Ct/Cq) >40
151 32 M Positive Positive (RdRP and N gene) 175 37 M Negative Negative(Ct/Cq) >40
152 73 M Positive Positive (RdRP and N gene) 176 44 M Negative Negative(Ct/Cq) >40
153 58 M Positive Positive {(RdRP and N gene) 177 79 F Negative Negative(Ct/Cq) >40
154 66 M Paositive Positive (RdRP and N gene) 178 67 M Negative Negative(Ct/Cq) >40
155 29 M Paositive Positive (RdRP and N gene) 179 61 F Negative Negative(Ct/Cq) >40
156 56 = Positive Positive (N gene) 180 59 F Negative Negative(Ct/Cq) >40
157 24 F Positive Positive (RdRP and N gene) 181 28 F Negative Negative(Ct/Cq) >40
158 36 F Positive Positive (RdRP and N gene) 182 82 M Negative Negative(Ct/Cq) >40
159 70 M Positive Positive (RdRP and N gene) 183 63 F Negative Negative(Ct/Cq) >40
160 45 F Positive Positive (RdRP and N gene) 184 53 M Negative Negative(Ct/Cq) >40
161 74 M Positive Positive (RdRP and N gene) 185 43 M Negative Negative(Ct/Cq) >40
162 43 M Positive Positive {RdRP and N gene) 186 46 M Negative Negative(Ct/Cq) >40
163 68 M Negative Positive (N gene) 187 46 F Negative Negative(Ct/Cq) =40
164 29 F Positive Positive (RdRP and N gene) 188 21 F Negative Negative(Ct/Cg) >40
165 54 F Positive Positive (RdRP and N gene) 189 46 F Negative Negative(Ct/Cq) >40
166 49 F Positive Positive (RdRP and N gene) 190 71 M Negative Negative(Ct/Cq) >40
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J Hangzhou Realy Tech Co., Ltd.
NO. Age Gender Rapid Test (RT-PCR)
191 60 F Negative Negative(Ct/Cq) >40
192 31 F Negative Negative(Ct/Cq) >40
193 72 M Negative Negative(Ct/Cq) >40
194 62 M Negative Negative(Ct/Cq) >40
195 39 F Negative Negative(Ct/Cq) >40
196 45 M Negative Negative(Ct/Cq) >40
197 21 M Negative Negative(Ct/Cq) >40
198 33 M Negative Negative(Ct/Cq) >40
199 83 M Negative Negative(Ct/Cq) >40
200 15 M Negative Negative(Ct/Cq) >40
201 59 M Negative Negative(Ct/Cq) >40
202 54 M Negative Negative(Ct/Cq) >40
203 84 F Negative Negative(Ct/Cq) >40
204 84 F Negative Negative(Ct/Cq) >40
205 42 F Negative Negative(Ct/Cq) >40
206 63 F Negative Negative(Ct/Cq) =40
207 29 M Negative Negative(Ct/Cq) >40
208 50 M Negative Negative(Ct/Cq) =40
209 74 F Negative Negative(Ct/Cq) >40
210 43 M Negative Negative(Ct/Cq) >40
21 68 M Negative Negative(Ct/Cq) >40
212 29 M Negative Negative(Ct/Cq) >40
213 54 M Negative Negative(Ct/Cq) >40
214 49 M Negative Negative(Ct/Cq) >40
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NO. Age Gender Rapid Test (RT-PCR)

215 20 M Negative Negative(Ct/Cq) >40
216 26 M Negative Negative(Ct/Cq) >40
217 22 M Negative Negative(Ct/Cq) >40
218 32 E Negative Negative(Ct/Cq) >40
219 28 M Negative Negative(Ct/Cq) >40
220 44 M Negative Negative(Ct/Cq) >40
221 57 F Negative Negative(Ct/Cq) >40
222 64 F Negative Negative{Ct/Cq) >40
223 39 F Negative Negative(Ct/Cq) >40
224 38 F Negative Negative(Ct/Cq) >40
225 73 M Negative Negative(Ct/Cq) >40
226 45 M Negative Negative(Ct/Cq) >40
227 61 M Negative Negative(Ct/Cq) >40
228 13 F Negative Negative(Ct/Cq) >40
229 64 F Negative Negative(Ct/Cq) >40
230 26 F Negative Negative(Ct/Cq) >40
231 28 M Negative Negative(Ct/Cq) >40
232 58 M Negative Negative(Ct/Cq) >40
233 a5 F Negative Negative(Ct/Cq) >40
234 51 M Negative Negative(Ct/Cq) >40
235 60 M Negative Negative(Ct/Cq) >40
236 17 M Negative Negative(Ct/Cq) >40
237 18 F Negative Negative(Ct/Cq) >40
238 15 M Negative Negative(Ct/Cq) >40




RE A ég RN BRWAHARAR
_] Hangzhou Realy Tech Co., Ltd.

NO. Age Gender Rapid Test (RT-PCR) NO. Age Gender Rapid Test (RT-PCR)

239 52 Negative Negative(Ct/Cq) >40 263 52 Negative Negative(Ct/Cq) >40
240 33 M Negative Negative(Ct/Cq) =40 264 70 M Negative Negative(Ct/Cq) >40
241 41 F Negative Negative(CVCq) >40 265 63 M Negative Negative(Ct/Caq) >40
242 1 M Negative Negative(Ct/Cq) >40 266 59 M Negative Negative(Ct/Cq) >40
243 19 F Negative Negative(Ct/Cq) >40 267 26 M Negative Negative(Ct/Cq) >40
244 10 F Negative Negative(Ct/Cq) =40 268 36 F Negative Negative(Ct/Cq) >40
245 62 F Negative Negative(CVUCq) >40 269 47 F Negative Negative(C/Cq) =40
246 68 E Negative Negative(Ct/Cq) >40 270 45 M Negative Negative(Ct/Cq) >40
247 38 M Negative Negative(Ct/Cq) >40 271 29 F Negative Negative(Ct/Cq) >40
248 59 M Negative Negative(Ct/Cq) >40 272 30 M Negative Negative(Ct/Cq) >40
249 76 F Negative Negative(Ct/Cq) >40 273 25 F Negative Negative(Ct/Cq) >40
250 24 M Negative Negative(Ct/Cq) >40 274 73 M Negative Negative(Ct/Cq) >40
251 68 M Negative Negative(CY/Cq) >40 275 76 M Negative Negative(Ct/Cq) >40
252 82 F Negative Negative(Ct/Cq) >40 276 25 M Negative Negative(Ct/Cq) >40
253 64 F Negative Negative(Ct/Cq) >40 277 49 F Negative Negative(Ct/Cq) >40
254 59 M Negative Negative(Ct/Cq) >40 278 62 M Negative Negative(Ct/Cq) >40
255 59 M Negative Negative(Ct/Cq) >40 279 38 M Negative Negative(Ct/Cq) >40
256 83 M Negative Negative(Ct/Cq) >40 280 33 M Negative Negative(Ct/Cq) >40
257 58 F Negative Negative(Ct/Cq) >40 281 39 M Negative Negative(Ct/Cq) >40
258 68 M Negative Negative(CY/Cq) =40 282 69 M Negative Negative(C/Cq) =40
259 77 M Negative Negative(Ct/Cq) >40 283 79 F Negative Negative(Ct/Cq) >40
260 47 F Negative Negative(CVCq) >40 284 32 M Positive Negative(CU/Cq) >40
261 71 M Negative Negative(Ct/Cq) >40 285 35 M Negative Negative(Ct/Cq) >40
262 21 F Negative Negative(Ct/Cq) =40 286 39 M Negative Negative(Ct/Cq) >40
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J Hangzhou Realy Tech Co., Ltd.
NO. Age Gender Rapid Test (RT-PCR)
287 61 F Negative Negative(Ct/Cq) >40
288 10 F Negative Negative(Ct/Cq) >40
289 37 M Negative Negative(Ct/Cq) >40
290 52 F Negative Negative(Ct/Cq) =40
291 41 M Negative Negative(Ct/Cq) >40
292 74 M Negative Negative(Ct/Cq) >40
293 51 F Negative Negative(Ct/Cq) >40
294 56 M Negative Negative(Ct/Cq) >40
295 62 F Negative Negative(Ct/Cq) >40
296 60 F Negative Negative(Ct/Cq) >40
297 54 F Negative Negative(Ct/Cq) >40
298 81 F Negative Negative(Ct/Cq) >40
299 79 F Negative Negative(Ct/Cq) >40
300 73 F Negative Negative(Ct/Cq) >40
301 35 F Negative Negative(Ct/Cq) >40
302 76 F Negative Negative(Ct/Cq) >40
303 23 M Negative Negative(Ct/Cq) >40
304 13 F Negative Negative(Ct/Cq) >40
305 14 M Negative Negative(Ct/Cq) >40
306 43 M Negative Negative(Ct/Cq) >40
307 30 F Negative Negative(Ct/Cq) >40
308 57 M Negative Negative(Ct/Cq) >40
309 30 F Negative Negative(Ct/Cq) >40
310 65 M Negative Negative(Ct/Cq) >40

NO. Age Gender Rapid Test (RT-PCR)

31 66 F Negative Negative(Ct/Cq) >40
312 38 F Negative Negative(Ct/Cq) >40
313 49 M Negative Negative(Ct/Cq) >40
314 23 F Negative Negative(Ct/Cq) >40
315 51 M Negative Negative(Ct/Cq) >40
316 64 F Negative Negative(Ct/Cq) >40
317 67 M Negative Negative(Ct/Cq) >40
318 34 M Negative Negative(Ct/Cq) >40
319 55 M Negative Negative(Ct/Cq) >40
320 58 M Negative Negative(Ct/Cq) >40
321 67 F Negative Negative(Ct/Cq) >40
322 20 F Negative Negative(Ct/Cq) >40
323 42 M Negative Negative(Ct/Cq) >40
324 59 M Negative Negative(Ct/Cq) >40
325 12 M Negative Negative(Ct/Cq) >40
326 30 M Negative Negative(Ct/Cq) >40
327 65 M Negative Negative(Ct/Cq) >40
328 66 F Negative Negative(Ct/Cq) >40
329 38 F Negative Negative(Ct/Cq) >40
330 49 M Negative Negative(Ct/Cq) >40
331 23 F Negative Negative(Ct/Cq) >40
332 51 M Negative Negative(Ct/Cq) >40
333 64 M Negative Negative(Ct/Cq) >40
334 67 F Negative Negative(Ct/Cq) >40
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_] Hangzhou Realy Tech Co., Ltd.

NO. Age Gender Rapid Test (RT-PCR) NO. Age Gender Rapid Test (RT-PCR)

335 34 M Negative Negative(Ct/Cq) >40 359 49 F Negative Negative(Ct/Cq) >40
336 55 F Negative Negative(Ct/Cq) >40 360 23 M Negative Negative(Ct/Cq) >40
337 58 F Negative Negative(Ct/Cq) >40 361 51 F Negative Negative(Ct/Cq) >40
338 67 F Negative Negative(Ct/Cq) >40 362 64 M Negative Negative(C/Cq) >40
339 20 F Negative Negative(Ct/Cq) >40 363 67 M Negative Negative(Ct/Cq) >40
340 42 F Negative Negative(Ct/Cq) >40 364 34 F Negative Negative(Ct/Cq) >40
341 59 F Negative Negative(Ct/Cq) >40 365 51 M Negative Negative(Ct/Cq) >40
342 12 F Negative Negative(Ct/Cq) >40 366 64 Negative Negative(C/Cq) >40
343 23 F Negative Negative(CU/Cq) >40 367 67 F Negative Negative(CUCqg) >40
344 51 M Negative Negative(Ct/Cq) >40 368 34 F Negative Negative(Ct/Cq) >40
345 64 F Negative Negative(Ct/Cq) >40 369 55 F Negative Negative(Ct/Cq) >40
346 67 M Negative Negative(C/Cq) >40 370 58 F Negative Negative(Ct/Cq) >40
347 34 M Negative Negative(Ct/Cq) >40 3n 67 F Negative Negative(Ct/Cq) >40
348 55 F Negative Negative(Ct/Cq) >40 372 20 F Negative Negative(Ct/Cqg) >40
349 58 M Negative Negative(Ct/Cq) >40 373 42 F Negative Negative(Ct/Cq) >40
350 67 E Negative Negative(Ct/Cq) >40 374 59 M Negative Negative(Ct/Cq) >40
351 20 M Negative Negative(CV/Cq) >40 375 12 M Negative Negative(Ct/Cq) >40
352 42 F Negative Negative(Ct/Cq) >40 376 23 F Negative Negative(Ct/Cq) >40
353 59 F Negative Negative(Ct/Cq) >40 377 51 F Negative Negative(Ct/Cq) >40
354 12 M Negative Negative(Ct/Cq) >40 378 64 M Negative Negative(Ct/Cq) >40
355 30 F Negative Negative(Ct/Cq) >40 379 67 M Negative Negative(Ct/Cq) >40
356 65 M Negative Negative(Ct/Cq) >40 380 34 M Negative Negative(Ct/Cq) >40
357 66 F Negative Negative(Ct/Cq) >40 381 55 F Negative Negative(Ct/Cq) >40
358 38 M Negative Negative(Ct/Cq) =40 382 58 M Negative Negative(Ct/Cq) >40
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NO. Age Gender Rapid Test (RT-PCR)

395 20 F Negative Negative(Ct/Cq) >40
396 42 F Negative Negative(Ct/Cq) >40
397 59 F Negative Negative(Ct/Cq) >40
398 12 F Negative Negative(Ct/Cq) >40
399 30 F Negative Negative(Ct/Cq) >40
400 65 M Negative Negative(Ct/Cq) >40
401 66 M Negative Negative(Ct/Cq) =40
402 30 F Negative Negative(Ct/Cq) >40
403 65 F Negative Negative(Ct/Cq) >40
404 66 M Negative Negative(Ct/Cq) >40
405 67 M Negative Negative(Ct/Cq) >40

R E A E B AR A R A
J Hangzhou Realy Tech Co., Ltd.
NO. Age Gender Rapid Test (RT-PCR)
383 67 M Negative Negative(Ct/Cq) >40
384 20 F Negative Negative(Ct/Cq) >40
385 42 M Negative Negative(Ct/Cq) =40
386 59 F Negative Negative(Ct/Cq) >40
387 12 M Negative Negative(Ct/Cq) >40
388 30 M Negative Negative(Ct/Cq) >40
389 65 M Negative Negative(Ct/Cq) >40
390 66 M Negative Negative(Ct/Cqg) >40
391 38 M Negative Negative(Ct/Cq) >40
392 49 F Negative Negative(Ct/Cq) >40
393 23 F Negative Negative(Ct/Cq) >40
394 67 F Negative Negative(Ct/Cq) >40
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