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Antigenni rychlotestovaci zafizeni (pies sliny) na novy
koronavirus (SARS-CoV-2)

Piibalova informace

LOTEST NA KVALITATIVNI ZJISTENI ANTIGENU NOVEHO KORONAVIRU V
LIDSKYCH SLINACH.
Pouze pro profesionilni diagnostické pouZiti in vitro. .

URCENE POUZITI
Antigenni rychlotestovaci zafizeni (pfes sliny) na novy koronavirus (SARS-CoV-2) je in vitro
diagnosticky test na kvalitativni detekci antigent nového koronaviru v lidskych slinaich pomoci rychlé
imunochromatografické metody. Identifikace je zaloZena na monoklondnEh protilék&h specifickych
pro antigen nového koronavirus. Poskytne klinickym Iékaitim informace o predepisovani spravnych léki.

Nové koronaviry patii do rodu Bgenus. COVID-19 je akutni respiracni infekéni onemocnéni. Lidé jsou
obecné nachylni. V soucasnosti jsou hlavnim zdrojem infekce pacienti infikovani novym koronavirem;
asymptomaticti infikovani lidé mohou byt také infekénim zdrojem. Na zakladé soudasného
epidemiologického vySetieni je inkubaéni doba 1 az 14 dni, vétSinou 3 az 7 dni. Mezi hlavni projevy patfi
horecka, unava a suchy kasel. V nékolika piipadech se mize vyskytnout ucpani nosu, ryma, bolest v krku,
myalgie a prijmy.

Antigenni  rychlotestovaci zafizeni (pfes sliny) na novy koronavirus (SARS-CoV-2) je
imunochromatograficky membranovy test, ktery vyuziva vysoce citlivé monoklonalni protilatky proti
novénu koronaviru.

Testovaci prouzek se sklada ze tfi ¢asti, konkrétn& ze vzorkové podlozky, reagenéni podlozky a reakéni
membrany. Reagenéni membrana obsahuje koloidni zlato konjugovanés monoklondnmi protil&kami
proti novému koronaviru; reakéni membrana obsahuje sekundarni protilatky proti novému koronaviru a
polyklonalni protilatky mysiho globulinu, které jsou pfedem imobilizované na membrang.

KdyZ je testovaci zafizeni vloZeno do vzorku slin, konjugaty vysuSené v reagencni vloZce se rozpusti a
migruji spolu se vzorkem. Pokud je ve vzorku piitomen novy koronavirus, komplex vytvofeny mezi
konjugatem protilatek proti novému koronaviru a virim bude zachycen specifickym monoklonaln iproti
novému koronaviru, kterym je potazena oblast T.

Bez ohledu na to, zda vzorek obsahuje virus nebo ne, roztok pokracuje v migraci a setkava se s dalsim
¢inidlem (protilatka proti mysiho IgG), které se vaze na zbyvajici konjugaty, ¢imz vytvaii Cervenou &aru v
oblasti C.

Produkty Antigenni rychlotestovaci zaiizeni (pies sliny) na novykoronavirus (SARS-CoV-2) mohou
rozpozn&at SARS-COV-2 nukleoprotein (hlavn ¥ a spike protein.

Ve nez 90% protil&ek pouzitych v Antigenni rychlotestovaci zatizeni (pies sliny) na novy
koronavirus (SARS-CoV-2) je SARS-COV-2 antinukleoprotein a cfovym proteinem je SARS-COV-2
nukleoprotein.

Zbytek protilé&ek pouzitych v Antigenni rychlotestovaci zaiizeni (pies sliny) na novy koronavirus
(SARS-CoV-2) je anti-spike protein a ¢ fovyprotein je konstantn ffragment SARS-COV-2 spike proteinu.

At uZ je to v soutasnédobs N501Y ve VelkéBritéii nebo 501Y.V2 v Jizn #Africe, mutaén ifragment je
primane RBD fragment S proteinu, zat inco ¢ fovyfragment protiléiky Antigenni rychlotestovaci zaii
zeni (pres sliny) na novykoronavirus (SARS-CoV-2) nemutoval. Proto miize Antigenni rychlotestovac
i zatizeni (pies sliny) na novy koronavirus (SARS-CoV-2) spolehlivé detekovat varianty
SARS-COV-2.

Proto Antigenni rychlotestovaci zaiizeni (pies sliny) na novy koronavirus (SARS-CoV-2) muze
spolehlivé rozpoznat nukleoprotein a §pi¢kovyprotein mutac igenu SARS-COV-2.

REAKCE

Reagenéni membrana obsahuje koloidni zlato konjugované s monoklonalnimi protilatkami proti novému
koronaviru; reakéni membréana obsahuje sekund&n fprotil&ky proti novému koronaviru a polyklondn

irotilétki misiho ilobulinu, které jsou iredem imobilizované na membrang.

« Jen diagnostické pouziti in vitro.
« Nepouzivejte po uplynuti doby spotieby.

« Pied otevienim pred pouzitim zkontrolujte, zda neni poskozeno foliovy sacek obsahujici testovaci zafizeni.

« Proved'te test pii pokojové teploté 15 az 30 °C.
« Pii zavéSovani vzorki noste rukavice, nedotykejte se membrany ¢inidla a okénka vzorky.
« Vsechny vzorky a pouzité prislusenstvi by mély byt povazovany za infekéni a likvidovany v souladu s
mistnimi pfedpisy.
« Nepouzivejte krvavé vzorky.
SKLADOVANIA STABILITA
Antigenni rychlotestovaci zafizeni (pfes sliny) na novy koronavirus (SARS-CoV-2) uchovavejte pfi
pokojovéteploté nebo v chladu (2-30 °C). Chraiite pfed mrazem. Vsechny ¢inidla jsou stabilni az do data

exspirace vyznaceného na jejich vnéjsim obalu a lahvicce s pufrem.
ODBER A PRIPRAVA VZORKU
1. Odbér vzorkii:
Vzorek orélni tekutiny by se mél odebirat pomoci odbérovych nastroju dodanych se soupravou.
Postupujte podle podrobnych pokynii na pouziti uvedenych nize. Pii tomto testu by se nemély pouzivat
zadné dalsi odbérové nastroje. Mize se pouzit peroralni tekutina shroméazdéna kdykoliv béhem dne.
2. PFiprava vzorki:
Kdyz jsou sliny odebrany, postupujte podle pokyni pro pfipravu vzorku s pufrem dodanym se

souiravou..

Dodanymaterid
® Plastovypytl k
® Tryska
® Poh&ek / kapsa na odbér sliny

® Testovaci zafizeni ® Extrakéni pufr
® Extrakéni zkumavka

® Kapéko

® Piibalova informace
@ Stojan na zkumavky *

* Baleni s 20 testy obsahuje stojan na zkumavky, baleni s 1 testem a 5 testy pouziva samotnou krabicku s
testy jako stojan na zkumavky.
Potifebny material, ktery neni sou¢asti soupravy

® Casoval 5

NAVOD K POUZI
Pred testovanim nechte testovaci zaFizeni, vzorek a extrakéni pufr ustilit na pokojovou teplotu
(15-30 °C). 10 minut pfed odbérem vzorku oralni tekutiny do ust nic nevkladejte, v&etné jidel,
napoji, Zvyka¢ky, tabiku, vody a vyrobki na vyplachovani ust.
1. Napliite dostatek slin do poh&ku/pytl ku na sliny.
2. Kapatkem odeberte sliny z poharku, pfeneste 4 kapky sliny do extrakéni zkumavky.
3. Vyberte extrakéni zkumavku a léhev s extrakénim pufrem, odstraiite uzavér lidhve s pufrem a do
extrakéni zkumavky pfidejte vSechen extrakéni pufr.
4. Vyberte trysku a pfipevnéte ji na extrakéni zkumavku, jemné s ni kolmo protfepavejte asi 5 sekund,
aby se sliny dobie promichaly s extrakénim pufrem.
5. Pouzity poharek/pytlik pielozte na polovinu av souladu s mistnimi piedpisy zlikvidujte do plastového

sacku jako Iékaisky odpad
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6. Vyberte testovaci zafizeni z uzavien¢ho foliového pytliku a pouzijte ho co nejdiive. NejlepSich
vysledki dosdhnete, pokud se test uskute¢ni ihned po otevieni foliového pytliku. PoloZte testovaci
zafizeni na Cisty a rovny povrch.

7. Preneste vertikalni 3 kapky vzorku do jamky na testovaci zafizeni a spust'te casovac.

8. Vysledek bude za 10 az 20 minut. Vysledek neinterpretujte po vice nez 20 minutach.
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PozitivnT  Negativni  Neniplatné

INTERPRETACE VYSLEDK
(Viz obrazek v

POZITIVNE Objevi se dvé Cervené &ary. Jedna ervend Gara se objevi v kontrolni oblasti (C) a jedna
Cervena ¢ara v testovaci oblasti (T). Odstin barvy se miize lisit, ale test by mél byt povazovan za pozitivni
vzdy, kdyz je pfitomna i jen slaba Cara.
NEGATIVNE V kontroln foblasti (C) se objevi pouze jedna Cervena &ara a v testovaci oblasti (T) zadna.
Negativni vysledek naznacuje, ze ve vzorku nejsou zadné Castice nového koronavirus nebo pocet
virovych ¢astic je pod detekovatelnym rozsahem.
NEN TPLATNE: V kontroln foblasti (C) se neobjevi 7adna ervena &ara. Test je neplatny, i kdyZ je v
testovaci oblasti (T) ¢ara. Nedostate¢ny objem vzorku nebo nespravné proceduralni techniky jsou
nejpravdépodobnéjsimi divody selhani kontrolni oblasti. Zkontrolujte postup testu a opakujte test s
novym testovacim zatizenim. Pokud problém pretrvava, ihned prestaiite testovaci soupravu pouZivat a
kontaktujte m &tn o distributora.

« Antigenni rychlotestovaci zafizeni (pfes sliny) na novy koronavirus (SARS-CoV-2) je screeningovytest
akutn if&e na kvalitativni detekci. Odebrany vzorek mize obsahovat koncentraci antigenu pod prahem
citlivosti ¢inidla, takze negativni vysledek testu nevylucuje infekci novym koronavirem.

« Antigenni rychlotestovaci zafizeni (pfes sliny) na novy koronavirus (SARS-CoV-2) detekuje
zivotaschopny i Zivotaneschopnych antigen proti novému koronaviru. Vykon testu zavisi na mnozstvi
antigenu ve vzorku a nemusi korelovat s bunéénou kulturou provedenou na stejném vzorku. Pozitivni test
nevyluduje moznost, ze mohou byt pfitomny dalsi patogeny, proto je pro piesnou diagnézu nutné
porovnat vysledky se viemi ostatnimi dostupnymi klinickymi a laboratornimi informacemi.

« Negativni vysledek testu se muze vyskytnout, pokud je hladina extrahovaného antigenu ve vzorku nizsi
nez citlivost testu nebo pokud je vzorek $patné kvality.

« Utinnost testu nebyla stanovena pii monitorovani antivirové 1é¢by nového koronaviru.

« Pozitivni vysledky testd nevylucuji soucasnou infekei jinymi patogeny.

« Negativni vysledky testi nejsou ur¢eny k tomu, aby zjistovali jinou koronavirovou infekci kromé
SARS-CoV-2.

« Déti maji tendenci $ifit virus déle nez dospéli, coz muze vést k rozdilim v citlivosti mezi dospélymi a
détmi.

« Koncentraci viru ve slinach velmi ovliviwji faktory jako jidlo, strava, koufeni, osvéZovace dechu atd.
Proto pred odbérem vzorka disledné dodrzujte tento navod

Negativni vysledek mize dojit, pokud je koncentrace antigenu ve vzorku pod detekénim limitem testu
nebo pokud byl vzorek odebran &i piepravena nespravné, proto negativni vysledek testu nevylucuje
moznost infekce SARS-CoV-2 a mél by se potvrdit virovou kultivaci nebo PCR.
CHARAKTERISTIKY VYKONNOSTI
Klinickéhodnocen T
Klinické hodnoceni se uskute¢nilo na srovnani vysledki ziskanych pomoci antigenniho rychlotestovaciho
zafizeni (pfes sliny) na novykoronavirus (SARS-CoV-2) a PCR. Vysledky jsou shrnuty nize:

Antigenni rychlotestovaci zafizeni (pfes sliny) na novy koronavirus (SARS-CoV-2) vs. PCR

Souprava pro testovén T

Metoda nukleovych kyselin Celkové
2019-nCoV (RT-PCR) vysledky

Antigenn frychlotestovac Vysledky Pozitivn T Negativn ©

zafizeni (pfes sliny) na novy Pozitivn T 157 1 158

koronavirus (SARS-CoV-2) Negativn T 12 235 247

Celkovévysledky 169 236 405

Klinick&citlivost =157/169= 92,9 % (95 % CI *:87,89 % az 96,00 %)
Klinickaspecifi¢nost = 235/236=99,58% (95 % CI * 97,39 % az >99,99 %)
Presnost: (157+235)/ (157+1+12+235) *100%=96,79% (95 % CI *94,53 % az 98,17 %)
Interval spolehlivosti

limit detekce
Produkt Really Tech
1X 105 TCIDs /ml

Kmen 2019-nCoV testovéan
Koncentrace 2019-nCoV1 X 10° TCIDso / mL

nafedéni L. 100 [L 000 1 000 400 [L. 800 /1600
12001400 [
Testovana koncentrace v zfedéni ( rcioso / MI) 1x103 5x102 2,5x 102 [1,25X102 .

My 20 replikac bl £ko cut-o ff [100 (20720) [t 00 65 (19720) 10 (2/20)
20/20)

[1,25 X 102TCID s / ml

100 (20/20)

Limit detekce (LOD) na kmen viru

kFiZova reakce
Vysledky zkousky jsou pod odpovidajici koncentraci latek v tabulce nize, coz nema zadny vliv na
negativni a pozitivni vysledky zkousek tohoto ¢inidla a nedochazi k k¥izové reakei.

Virus / Bakterie / Parazit Kmen Koncentrace
MERS-koronavirus Neuvedeno 72 mikrogramii / ml
Typ 1 15x 105 TCID 50/ ml
Typ 3 7,5x 106 TCID 50 / ml
Typ 5 4,5x10°TCID 50/ ml
Typ 7? 1,0x 108 TCID 50/ ml
adenovirus typ 8 1,0x10°TCID 50 / ml
Typ 11 2,5x 106 TCID 50 / ml
Typ 18 2,5x 108 TCID 50/ ml
Typ 23 6,0x 108 TCID 50 / ml
Typ 55 1,5x 108 TCID 50 / ml

3,0x108TCID 50/ ml
2,0x 108 TCID 50/ ml

H1N1 Denver
HIN1WS /33

In fl uenza A HIN1 A/ Mél/302/54 1,5x 108 TCID 50/ ml
H1N1 NovaKaledonie 7.6x108TCID 50/ ml
H3N2 A/ Hong Kong / 8/68 4,6 x108 TCID 50/ ml
Nevada / 03/2011 1,5x 108 TCID 50/ ml
InflEnza B B/ Lee/ 40 8,5x 108 TCID 50 / ml
B/ Taiwan / 2/62 4,0x 108 TCID 50/ ml
Respira¢ni syncycialni virus Neuvedeno 2,5x108TCID 50 / ml

1x105PFU /ml
1x105PFU /ml
82A3105 1x10°PFU /ml
Neuvedeno 15x10°TCIDso / ml
K 1x 10°PFU /ml

Bloomington-2
Los Angeles-1

Legionella pneumophila

Rhinovirus A16

Erdman 1x 10°PFU /ml
Mycobacterium tuberculosis HN878 1x105PFU /ml
CDC1551 1x10°PFU /ml

H37Rv 1x10°PFU /ml
4752-98 [Maryland (D1) 6B-17] 1x 10°PFU /ml
178 [Polsko 23F-16] 1x105PFU /ml
262 [CIP 104340] 1x10°PFU /ml
Slovensko 14-10 [29055] 1x10°PFU /ml

Streptokokovapneumonie

Typickykmen T1 5
Streptococcus pyrogens [NCIB 11841, SF 130] 1x10°PFU /ml
mutant 22 1x10°PFU/ ml

FH kmen Eaton Agent

5
[NCTC 10119] 1x10°PFU/ml

Mycoplasma pneumoniae

36M129-B7 1x10°PFU/ ml
6

209E 1,5x10°TCID 50/

ml

1,5x10° TCID 50/

Koronavirus 0C43 ml 50

NL63 15x10°TCID 50/ ml
HKU1 15x10°TCID 50/ ml




Lidskyetapneumovirus 6
(hmpv) 3, typ BL Peru2-2002 1,5x10°TCID 50/ ml
Lidskymetapneumovirus 6
(hmpv) 16, typ Al 1A10-2003 15x 106 TCID 50/ ml
Typ 1l 7,5x105TCID 50 / ml
. .. Typ 2 45x 106 TCID 50/ ml
Virus parachfipky Typ 3 1,0x 106 TCID 50/ ml
Typ 4A 1,0x 108 TCID 50 / ml

Reakce rusivych latek
Pii testovani s pouzitim nového koronavirového (SARS-CoV-2) antigenniio rychléwo testovac o
zafizeni (sliny) nedoSlo k Zzadnym interferencim mezi reagenciemi zafizeni a potencialnimi
interferen¢nimi latkami uvedenymi v tabulce niZe, coz by zplsobilo falesn& pozitivni nebo negativn T
vysledky pro SARS-CoV. -2 antigen.

L&ka Koncentrace L&ka Koncentrace
Mucin 100pg/mL Kyselina acetylsalicylova | 3,0 mM
PIn&krev 5% (viv) Ibuprofen 2,5mM
Biotin 100pg/mL Mupirocin 10 mg/mL
Neosynefr i (fenylefrin) 5%(v/v) Tobramycin 10pg/mL
Afrin nosn isprej (oxymetazolin) 5%(v/v) Erytromycin 50uM
Solnynosn isprej 5%(v/v) Ciprofloxac 50uM
Homeopatie 5%(v/v) Ceftriaxon 110mg/mL.
Kromoglyk& sodny 10 mg/mL Meropenem 3.7pg/mL
Olopatadin hydrochlorid 10 mg/mL Tobramycin 100pg/mL
Zanamivir 5 mg/mL Histamin hydrochlorid 100pg/mL
10 mg/mL Peramivir Immol/mL
Oseltamivir
Artemeter / lumefantrin 50uM Flunisolid 100pg/mL
Doxycyklin hykl& 50uM Budesonid 0,64nmol/ L
Chinin 150uM fFutikazén 0,3ng/mL
Lamivudin 1 mg/mL 6ug/mL
Lopinavir
Ribavirin 1 mg/mL Ritonavir 8,2mg/mL
Daclatasvir 1 mg/mL Abidor 1mmol/mL
Acetaminofen 150uM Shromazdéné nosni stéry Neuvedeno
ulidi

SYMBO

Znacka Vyznam Znacka Vyznam
Eri:g?gjglf I;:E\\z/ti:lt;ivotnicky /l/ Limit skladovac wteploty
| oo (Ecrer] | oyt yoteenaes
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Hangzhou Realy Tech Co., Ltd.

Clinical Validation report of Novel
Coronavirus (SARS-Cov-2) Antigen Rapid
Test device (saliva)

NEH
Product name: Novel Coro g’vims%;BSﬁDon) Antigen Rapid
4 PN L

Test device (saliva)
Package Specification: 20 tests/kit

Manufacturer: Hangzhou Realy Tech Co., Ltd
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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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