MINISTERSTVO TDRAVOTNICTV
Palackéha ndmél 3754, 128 01 Praha 2

Praha 16. dubna 2021
€. i MZDR 14455/2021-210LZP

MEDRX FICEK

ROZHODNUTI

Minsterstvo zdravotnictv (dale jen Ministerstvo®) jako organ pfislusny k rozhodmuli podie
ustanoveni § 12 odet. 1 pism. h) zikona £ 2211997 Sb., o techmckych paZadaveich na vyrobky
8 0 Zméné a dopinéni nékterjch zakonu, ve znéni pozdéjsich predpisi ve spojeni s § 4 odst,
8 naltzeni viddy £ 5672015 Sb., o technickych poZadaveich na diagnosticke zdravotnické
prostredky in vitro {d&le jen nafizeni viddy'), na zaklads zadost spolecnast

Lotus magnus s.r.o.
se sidlem Karlova 150/42, Staré Mésto, 110 00 Praha 1, 160 043 75 082
{ddle jon Zadatel)
razhadlo v souladu 5 ustandvenim § 67 a nasl, zakona & 5002004 Sb., spravni fad, ve znéni

pozd@jdich predpisd (dale jen spravni fad") tak, Ze

povoluje

Zadated uvest na trh 2 do provozu diagnosticky zdravotnicky prostfedek In vitro Movel
Coronavirus (SARS-Cov-2) Antigen Rapid Test Device (saliva), jehoZ vyrobcem je
HANGZHOU REALY TECH CO., LTD., s& sidlem 4th Floor, #12 Building, Easter Medicing
Town, Xiasha Economic & Technology Development, 10018 Hangzhou, Zhejiang, PR. China,
pro pouiti laickou csobou

a stanovuje

po dobu platnosti tohoto rozhodnuti Zadatell nasledujici povinnosti & zajisténi ochrany

verejniho zdravi:

- zapstit, aby kenedny lalcky uBvatel tastu byl informovan, e teto povoleni se nevziahue na
varianiu festu, kierd wyuZiva nazofaryngealniho odbéru vzorku

- informovat cdbératele o povinnosti v ramei testovani zajistit ph pozitivité antigenniha testu
provedeneho laickou osobou bezprostiedni informavani poskytovatels zdravainich sluZeb
za ubelem provedeni konfirmadnine testy,

-y pripadé zajmu odbératels zajistt proskaleni urtené osaby,

- higsit Stainimu dstavu pro kontrolu 188y kaddou nepfiznivou wdalost, ke kiere béhem
pauZivani vyrobky dojde.

- yydat viasini prohiaseni o shodé s Nafizenim vady ¢ 562015 Sb, pfed uvedenim
pracdmétného vyrobku na trh

Teto rozhadnuti nabyva Geinnosti dnem nabyti pravni moci, nejdfive vak dne 1, 5 2021

Cir 41213



Flatnost roznodnutl do 30, &, 2021,

Odavodnéni:

Dne 24,2021 poZadal Zadatel o udéleni vyjimky podie § 4 odst, B nafizeni pro diagnosticky
zdravotnicky prostfadek in vitro urceny k sebatestovani na onamacnéni COVID-19 uvedeny
ve vyroku tohoto rozhodnuti pro Uéely zavedeni celoplodného testovani v Ceské republice,
jakozto diagnostickaho zdravotnického prostradku in vitro, pro kiary nebyl proveden postup
podie § 4 odst. 1 aZ 4 nafizeni a jehoZ pouiti je v zajmu ochrany zdravi. Zadost zd(vodfiuje
potfebou pravideiné testovat populaci za iéelem vEasnéha odhaleni vyskytu novych pripadd
onemocnéni COVID-19 jesté pied jejich rozSifenim v kolektivu,
K Zadosti prilozil nasledujici dokumentaci:

a) Prohlaseni o shodé vydang originalnim (pavodnim) vyrobcem

b) Mavod k poudti v Ceském jazyce

¢) Folodokumentace

d) Hodnoceni funkéni zplsobilost

e) Draft prohlaseni o shodé s Marizenim viady ¢. 56/2015 Sb., vypracovany Zadatelem

jaka novym wyrobcem
fy Formular MZ

Ministerstvo posoudilo pfedmétny diagnosticky zdravolnicky prostredek in vitro na zakladé
zadatelem pfediozenych informaci jako dostatecné funkcné zpusobily apro uzZivatele
bezpecny.

Ministerstva se ztotodfiuje s potiebou pravidelng testovat vefe|nost rychlymi anbigennimi testy
za (icalam vcasneho odhaleni vyskytu novych pfipadl onemocnéni COVID-13 jesté pred jejich
rozéfFenim v kolektivech, cof pii absenci antigennich testl uréenjch pro sebelestovdn na
celém trhu EU neni mozné fesit jinak, nez s pouzitim vhodnych antigennich testl uréenych
pro profesiondini pouZit, jeZ budou k lomuto Ofelu pouZity za Ucelem odhalani pozitivnich
osob ve spolecnosti. Fovoleni se vztahuje pouze na neinvazivni zpusoby odbéru vzorku.

£a ucelem podpory opatreni k ochrane verejného zdravi je Zadateli ulozena povinnost
informovat odbératele o povinnosti pii Zjisténa pozitivité antigenniho testu provedenaho
laickou osobou kontaktovat vzdalenym pfistupem (telefonicky, e-mailem apod ) zévodniho
|ékare (poskytovatele pracovn@ - lekarskych sluZeb) nebo registrujiciho praktického lékafe,
ktary rozhodne o provedeni konfirmacniho testu a zajisti komunikaci v ramci systému ISIN.
Za GEelem minimalizace rizika chyb v provedeni odbéru a interpretaci vysledk testl je
fadateli uloZena povinnost v plipadé zajmu odbératele zajistit prodkoleni osoby uréend
odbératalam.

5 ohledem na potrebu dalsiho vyhodnocovani z hlediska bezpecnosti a funkéni zpusobilost
testl je vyjimka z procesu posouzeni shody udélena do 30. 6. 2021.

5 ohledem na vyse uvedeng rozhodlo Ministerstvo tak, jak j& uvedeno ve wyroku tohoto
rozhodnuti,

Sir 7-9
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=% Manufacturer:
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E¥|  Name: HANGZHOU REALY TECH CO., LTD.
:’§; Address:4th Floor, #12 Building, Eastern Medicine Town, Xiasha Economic &
%‘i Technology Development, 310018 Hangzhou, Zhejiang, P. R. China
=
:vé-_':' Product/s Catalogue number
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%‘a Category: Other Devices (All devices except Annex I and self-testing devices)
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Anlage 2
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00159898

Allgemeine Anzeigepflicht nach 88 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to 88 25 and 30 (2) Medical Devices Act, MPG

Formblatt fur In-vitro-Diagnostika / Form for In Vitro Diagnostic Medical Devices

Zustandige Behorde / Competent authority

Code
DE/CA20

Bezeichnung / Name
Bezirksregierung Dusseldorf, Dezernat 24

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Disseldorf

Postleitzahl / Postal code
40474

StralRe, Haus-Nr. / Street, house no.
Cecilienallee 2

Telefon / Phone
+49-211-4750

Telefax / Fax
+49-211-4752671

E-Mail / E-mail
dez24.mpg@brd.nrw.de

Anzeige / Notification

Registrierdatum bei der zustandigen Behérde
Registration date at competent authority
20.01.2021

Registriernummer / Registration number
DE/CA20/01-IVD-Luxuslebenswelt-02/21

Typ der Anzeige / Notification type

S Erstanzeige / Initial notification

£ Anderungsanzeige / Notification of change
£ Widerrufsanzeige / Notification of withdrawal

Friihere Registriernummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

£ Hersteller / Manufacturer
S Bevollméachtigter / Authorised Representative
£ Einfuihrer / Importer

Anzeigender nach § 25 MPG / Reporter pursuant to 8§ 25 Medical Devices Act, MPG

£ Verantwortlicher fir das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
£ Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBetreibV

Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
£ Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2i. V. m. 8 10 Abs. 3 MPG

Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG




Anlage 2
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00159898

Anzeigender / Reporting organisation (person)

Code
DE/0000047791

Bezeichnung / Name
Luxus Lebenswelt GmbH

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Willich

Postleitzahl / Postal code
47877

Kochstr. 1

StralRe, Haus-Nr. / Street, house no.

Telefon / Phone
0049-1715605732

Telefax / Fax

E-Mail / E-mail
info.m@luxuslw.de

Hersteller / Manufacturer

Bezeichnung / Name
Hangzhou Realy Tech Co.,Ltd.

Staat / State

CN
Ort / City Postleitzahl / Postal code
Hangzhou 310018

Stral3e, Haus-Nr. / Street, house no.
4th Floor,#12 Building,Eastern Medicine Town, Xiasha Economic&Technology Development

Telefon / Phone
0086-571-56050793

Telefax / Fax
0086-571-56050794

E-Mail / E-mail
ryy@realytech.com

Sicherheitsbeauftragter fiir Medizinprodukte nach § 30 Abs. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bezeichnung / Name
Lin Sun

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

ort/ City
Willich

Postleitzahl / Postal code
47877

Kochstr. 1

StralRe, Haus-Nr. / Street, house no.

Telefon / Phone
0049-1715605732

Telefax / Fax

E-Mail / E-mail
info.m@luxuslw.de




Anlage 2
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00159898

Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone Telefax / Fax

E-Mail / E-mail

S Erstanzeige / Initial notification
£ Anderungsanzeige / Notification of change

In-vitro-Diagnostikum / In vitro diagnostic medical device

Klassifizierung / Classification

£ Produkt der Liste A, Anhang Il / Device of List A, Annex Il

£ Produkt der Liste B, Anhang Il / Device of List B, Annex Il

£ Produkt zur Eigenanwendung / Device for self-testing

S Sonstiges Produkt / Other device (all devices except Annex Il and self-testing devices)

App (Software auf mobilen Endgeraten) £ jalyes S nein / no

Anzeige nach 8§ 25 Abs. 3 Nummer 3 MPG
Notification pursuant to 8 25 (3) number 3 Medical Devices Act, MPG
£ "Neues In-vitro-Diagnostikum / New in vitro diagnostic medical device"

Handelsname des Produktes / Trade name of the device
Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Device (saliva)

Produktbezeichnung / Name of device
Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Device (saliva)

Angabe der benutzten Nomenklatur / Nomenclature used
S EDMS-Klassifikation / EDMS Classification
£ GMDN

Nomenklaturcode / Nomenclature code
15-70-90-90-00

Nomenklaturbezeichnung / Nomenclature term
OTHER OTHER VIROLOGY RAPID TESTS

Kurzbeschreibung / Short description

In Deutsch / In German

Das neuartige Coronavirus (SARS-Cov-2) -Antigen-Schnelltestgerat (Speichel) ist ein In-vitro-
Diagnosetest zum qualitativen Nachweis neuartiger Coronavirus-Antigene im menschlichen Speichel
unter Verwendung der schnellen immunochromatographischen Methode. Die Identifizierung basiert auf
den monoklonalen Antikérpern, die fiir das neue Coronvirus-Antigen spezifisch sind. Es wird
Informationen fiir klinische Arzte bereitstellen, um korrekte Medikamente zu verschreiben.

In Englisch / In English

The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Device (saliva) is an in vitro diagnostic test for
the qualitative detection of novel coronavirus antigens in human saliva, using the rapid
immunochromatographic method. The identification is based on the monoclonal antibodies specific for
the novel coronvirus antigen. It will provide information for clinical doctors to prescribe correct
medications.

-3-




Anlage 2
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00159898

Zuséatzliche Angaben im Falle der In-vitro-Diagnostika gemaR Anhang Il und der In-vitro-Diagnostika zur
Eigenanwendung / Addtional information for Annex Il and self-testing in vitro diagnostic medical devices

Nummer(n) der Bescheinigung(en) / Certificate number(s)

£ In Ubereinstimmung mit den Gemeinsamen Technischen Spezifikationen (fir Produkte gem. Anhang I, Liste
A) In conformity with Common Technical Specifications (for Annex Il List A devices)

Ergebnisse der Leistungsbewertung
Outcome of performance evaluation

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
| affirm that the information given above is correct to the best of my knowledge.

Ort Datum
City Willich Date 2020-12-14
Name
Lin Sun
Unterschrift
Signature

Bearbeitungsvermerke / Processing notes
Nur von der zustandigen Behoérde auszufillen / To be filled in only by the competent authority

Bearbeiter / Person responsible Telefon / Phone
Frau Nadine Schlingmeier 0211-475-3853
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Hangzhou Realy Tech Co., Ltd.
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Clinical Validatiewrreport of Novel
Coronavirus (SARS~( V-é?%mtigen Rapid
. e
vice (saliva)

%3007066

n—/

Product name: Novel Coronavirus (SARS-Cov-2) Antigen Rapid
Test device (saliva)
Package Specification: 25 tests/kit

Manufacturer: Hangzhou Realy Tech Co., Ltd

File No.:K590516D 1
Version:1.0
Effective date:2020-12-10
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Hangzhou Realy Tech Co., Ltd.

I. 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 diarthea. 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 reasons

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 from the
same patient at same time , then the saliva sample test results of the product tested and the

File No.:K590516D 2
Version:1.0
Effective date:2020-12-10
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Hangzhou Realy Tech Co., Ltd.

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 collector
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:

Take out a sample extraction tube, remove the aluminum foil, Insert the sponge of sample collector
with the saliva sample into the tube and twist close the whole cap of sample collector.

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)

Specification:25 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
1. Open the package with the saliva collector, then remove the saliva collector from the sealed

plastic bag.

2. Pre-process the saliva samples according to the instructions of the The Novel Coronavirus
(SARS-Cov-2) Antigen Rapid Test device (saliva) , and label the samples randomly.

File No.:K590516D 3

Version:1.0
Effective date:2020-12-10
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Hangzhou Realy Tech Co., Ltd.

2.1 Insert the sponge of saliva collector into the mouth, actively swab the inside of the mouth and
tongue to collect oral fluid for approximately 10 second until the sponge becomes soft and fully
saturated, The sponge will be free from hard spots when fully saturated.

2.2 . Take out a sample extraction tube, remove the aluminum foil. Remove the collector from the
mouth and put the saturated oral fluid collector into the extraction tube.

2.3 Screw the cap into the extraction tube tightly so that saliva is squeezed out of the sponge into
the extraction tube.

2.4 Gently shake the extraction tube vertically for about 5 seconds to allow saliva mix well with
extraction bufter. Take out the saliva collector and discard it.

3. The operation steps of the in vitro diagnostic reagents for the test are as follows. For details,
please refer to the product instruction manual:

3.1 Remove the test device from the sealed foil pouch and use it as soon as possible. Best results
will be obtained if the assay is performed immediately after opening the foil pouch. Put the test
device on a clean and flat surface.

3.2 twist open the small white cap from the extraction tube,transfer 3 drop of sample into the sample
well of test device vertically.

3.3 Read the result at 10~20 minutes. Don’ t interpret the result after 20 minutes.

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

File No.:K590516D 4
Version:1.0
Effective date:2020-12-10
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Hangzhou Realy Tech Co., Ltd.

of the product tested and the reference product is evaluated as per the evaluation standards.
VII 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
reference product and its proportion in the total number of samples shall be more than 90%.

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

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; If the coincidence rate of positive/negative is greatly ditferent,
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

Method .
test kit (RT-PCR.)

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

Po- (A+D)(A+B+C+D)*100%

P=((A+B)(A+C) +(A+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

File No.:K590516D 5
Version:1.0
Effective date:2020-12-10
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Hangzhou Realy Tech Co., Ltd.

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.

VIII 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, 222 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:
2019-nCoV Nucleic Acid

Test Kit (RT-PCR)

Method
Total Results

. Results Positive Negative
The Novel Coronavirus (SARS-

Cov-2) Antigen Rapid Test Positive 62 0 62
Cassette (Swab)

Negative 4 156 160

Total Results 66 156 222

Clinical sensitivity = 62/66= 93.94 % (95%CI1*84.99% to 98.06%)

Clinical specificity = 156/156 > 99.9% (95%CI* 98.98% to 100%)

Accuracy: (62+156)/ (62+0+4+156) *100%=98.20% (95%CI* 95.29% to 99.46%)
P= (62%66+62%156)/ 222%222) =0.28

Kappa:( Po - Pc)/(1-pe) =0.97

*:95% confidence interview

According to the above table, 156 are proven negative of 156 negative specimens, 62 are proven
positive of 66 positive specimens. The sensitivity and accuracy are more than 90%, indicating
favorable consistency with the reference product. The Kappa=0.97>> 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
14 39 F Negative Positive (N gene) Infection 25 days
25 43 F Negative Positive (N gene) Infection 16 days
37 36 M Negative Positive (N gene) Infection 28 days
49 30 M Negative Positive (RdRP gene) Infection 22 days

XI 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
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proven >().8, indicating favorable and high consistency of both methods. Both systems were proven
equivalent.

2.Test conclusions

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.

XI. 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.

References:

1.The "Technical Review Points for the Registration of New Coronavirus Antigen / Antibody
Detection Reagents in 2019 (Trial)" issued by the State Drug Administration Medical Device
Technical Evaluation Center on February 25, 2020,
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