21.11. 2020

Porovnanie vlastnosti testov od spoloc¢nosti JOISBIO

Porovnavané testy su urcené ako rychle antigénové testy na testovanie antigénu COVID-19 zaloZenom na principe
imunochromatografie. Test sldzi na kvalitativhu detekciu antigénu COVID-19 / negat, posit. / t. j. Specifického
proteinu virusu zo vzorky ziskanej vyterom zo sliznic nosohltanu vyterovym tampénom. Tento tampdn sa vloZi do
tekutiny ¢im sa uvolni virus zo vzorky . Tato tekutina sa potom nanesie na testovaciu dosti¢ku, ktord pokryvaju
protilatky, ktoré si schopné naviazat z virusu proteiny. V pripade pozitivity do 15-30 mindt sa na testovacej dosticke
objavia dve farebné Ciary, ktoré tak Identifikuji virusovu infekciu COVID-19. V pripade negativity sa na testovacej

dosticke objavi len jedna Ciara.
Hlavnou vyhodou tohto testu je jeho rychlost a jednoduchost poufZitia, kedZe cely test trva 15 max.30 minut.

Antigénové testy predstavuju rychlu metédu testovania na akutnu pritomnost ochorenia Covid — 19, ¢&im spifiaju
poZiadavku na testovanie v ramci rychleho screeningu potrebného k celkovému obrazu o rozsireni nakazy COVID —

19 v populdcii.

Senzitivitu zachytu ochorenia COVID — 19 tohto antigénového testu udava vyrobca 97,08% a Specificitu 99,05%. Z
pohladu screeningového testovania je vysSia Specificita vyhodou. Test je vhodny pre pacientov s priznakmi ochorenia
a tych, ktori maju naloZ virusu vysok( a su skutocne infekéni. VSetky tri testy sa pouZivaju rovnako, po vytere
priloZenym vatovym tampénom sa tento vyplachne v priloZenej tekutine a nasledne nakvapka do testovacieho

otvoru na kazete.

Senzitivita a Specificita je v priloZenej tabulke:

Test/vyrobca Senzitivita Specificita

SARS CoV-2 Antigen Rapid Test Kit / JOISBIO 97,08% 99,05%

Udaje st z materialov k jednotlivym testom, kazda spoloénost ich definuje z vyhodnotenia série merani.

VSetky tri spolocnosti su certifikované pre pouZitie v EU, maju teda znacku CE aIVD, ako rychlotest pre in vitro

diagnostiku
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MINISTERIO DA SAUDE
ANVISA - AGENCIA NACIONAL DE VIGILANCIA SANITARIA

CERTIFICATE OF GOOD MANUFACTURING PRACTICES AND HEALTH PRODUCTS
CONTROL

Considering the provisions of Law No. 9,782, of January 26, 1999, Decree No. 3,029, of
April 16, 1999 and the publication in the Federal Official Gazette by means of Resolution
RE No. 2,900 on 08/10 / 2020 | certify that the company, described below, complies with the
current sanitary legislation, regarding the Good Manufacturing Practices for health products
required by the Brazilian health authority, being subject to periodic inspections.

Manufacturer: JoysBio (Tianjin) Biotechnology Co , Ltd.

Address: Tianjin International Joint Academy ot Biotechnology & Medicine 9th floor, No.220,
Dongting Road, Tianjin - 300457, China

Requesting company: Winning Trading Importa¢ao e Exportagdo Ltda. CNPJ: 13.352.623/0001-
75

Operation perivit: 8.19.527-2 Expedient: 1766337/20-1
Certificate of Good Manufacturing Practices for Health Products:

Diagnostic products for in vitro use of classes 111 and 1V.

Validity until: 08/10/2022

Document electronically signed by Ronaldo Lucio Ponciano Gomes, General
| ~ 1 Manager of Sanitary Inspection and Inspection, on 08/10/2020, at 11:45 am,
| JEI. E] according to official Brasilia time, based on art. 6, § 1, of Decree No. 8,539, of
E e o ey October 8, 2015 http: f fwww planalto qov. br fccivil 03 f Ato2015-
2018f2015fDecretofD8539 .htm.

[
i The authenticity of this document can be checked on the website

£ https:sei.anvisa.qgov.br fautenticidade, informing the verification code 1116771 and
=3t the CRC code C6831E26.

https://sei.anvisa gov br/sei/conwolador php?acao=documento imprimir web&acao ... 10/08/2020



CIBG
Ministerie van Volksgezondheid,
Welzijn enSport

> Retouradres Postbus 16114 2500 BC DPen Haag

Lotus NL B.V,

T.a.v. de heer X. Wei
Koningin Julianaplein 10
2595 AA 's-Gravenhage

Datum: 12 mei 2020
Betreft: aanmelding In-vitro diagnostica

Geachte heer Wei,

Op 29 april 2020 ontving ik uw notificatie krachtens artikel 4, eerste lid van het
Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijffsnaam
JOYSBIO (Tianjin) Biotechnology Co., Ltd met Europees gemachtigde Lotus NL
B.V. onderstaand product als in-vitro diagnosticum op de Europese markt te
brengen.

Het product staat geregistreerd als in-vitro diagnosticum onder nummer:

COVID-19 1gG/IgM Rapid Test Kit (Colloidal Gold)
(geen merknaam) (NL-CA002-2020-50908)

Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD.

In alle verdere correspondentie betreffende bovenvermeld product verzoek ik u
dit nummer te vermelden. Aan dit nummer Kunnen geen verdere rechten
ontleend worden, het dient alleen om de notificatie administratief te
vergemakkelijken.

De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de
Classificatiecriteria (Bijlage II) bij Richtlijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese regelgeving inzake de classificatie van medische huipmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

Farmatec

Bezoekadres:
HofRoren
Rijnstraat 56

2515 XP Den Haag

T 070 340 6161

hrtp://hulpio iddelen, farmatec.d)

Inlichtingen bij:
R.A.C. Ori

medische_hulpmiddelen®
minvws.nl

Ons kenmerk:
CieG-20201797

sijlagen

Uw aanvraag
29 aprii 2020

Correspondentle uitsfuitend
richten aan het retouvradres met
vermefding van de datum en
het kenmerk van deze brief,
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Notificatie van in-vitro diagnostische medische hulpmiddelen impliceert dat de
fabrikant, JOYSBIO (Tianjin) Biotechnology Co., Ltd de CE-conformiteitsmarkering
heeft aangebracht op het desbetreffende product alvorens het in een EU-lidstaat
in de handel te brengen. Zodoende garandeert Lotus NL B.V. dat het in-vitro
diagnosticum voldoet aan de essentiéle eisen zoals opgenomen in bijlage I bij
Richtlijn 98/79/EG (en in het daarmee corresponderende onderdeel 1 bij het
besluit)

Valiedigheidshalve wijzen wij u erop dat een in-vitro diagnosticum moet voldoen
aan de eisen uit het BIVD. Het BIVD is gebaseerd op Richtlijn voor in-vitro
diagnostiek, 98/79/EG. Met name wijzen wij u op de Nederlandse-taaleis zoals
deze in Nederland geldt, de eisen voor het ter beschikking houden van de
technische documentatie en de plicht tot het hebben van een Post Marketing
Surveillance- en vigitantiesysteem.

Tot slot merk ik op dat met uw notificatie - de administratieve notificatie als
fabrikant - en deze brief geen sprake is van een oordeel over de status of
kwalificatie van uw product: notificering betekent niet dat daadwerkelijk sprake is
van een in-vitro diagnosticum in de zin van de onderhavige wet en regelgeving.
In voorkomende gevallen kan de Inspectie Gezondheidszorg en Jeugd (IGl]),
befast met het toezicht op de naleving van het bij of krachtens de wet bepaalde,
een standpunt innemen over de status van een product, waarbij het volgens vaste
jurisprudentie uiteindelijk aan de nationale rechter is om te bepalen of een
product onder de definitie van in-vitro diagnosticum valt.

De Minister voor Medische 2org en Sport,
namens deze,

Afdelingshoofd
Farngatec

DI M.]J. van de Velde

Dhr. M.]J. van de Velde

Pagina 2 van 2



e Il'\-,_-
; 1,~1|~~1’LF:|_._:._. My
+ .: _'-.': "‘-uh‘h,. -:J:g.{_
= Lﬂfrfﬁ,ﬁﬁ 7.
P e U L L
' .,IP/ A A . .""-.'l'." :.-\.-:
el i Bl s st T
e kN Ny
15 Qaubelogn ki WY Gl
b s el 1S = o R B Y
ul L L -
L P SR Tt T
3 2y G- Sreelle _1.-
SECRETARIA DI SALUD . LW i ¢
.r__.AE .__._"'h-'.u b :--

COFEPRIS MX FDA

The Federal Comnussion for the Protection against Sanitary Risk

Product Detalls

Company Name: GRUPO RCC CONSULTORES EMPRESARIALES S. DER.L. DEC.V.

Adress Avenida Presidente Masaryk numero 181, Polanco, Polanco V seccion,
Miguel Hidaigo, C.P. 11580, Ciudad de Mexico, México.

Product Name: COVID-19 1gG/IgM Rapid Test Kit (Colloidal Gold)

Product Specifications: <20Tests/box (1lestbag x20 Bags)
40 Tests /box (1Test / bag x40 Bags)

Technical Name: Coronavirus

Registration Number: 203300401 B1302

Classification : 001
Manufacturer: JOYSBIO (Tianjin) Biotechnology Co., Ltd.

Registration Validity Period: 10/08/2025




www.promedical.com.au

sales@promedical.com.au
1300 886 590

5-22 Alexandra Place,
Murarrie, QLD, 4172,
Australia

ABN: 40 625 347 944

Date: 18" March 2020

Coronavirus Disease 2019 (COVID-19) Emergency Use Authorizations for Medical
Devices

On February 4, 2020, the Secretary of the Department of Health and Human Services (HHS) determined,
pursuant to section 564 of the Federal Food, Drug and Cosmetic (FD&C) Act, that there is a significant
potential for a public health emergency that has a significant potential to affect national security or the health
and security of United States citizens living abroad and that involves a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei Province, China in 2019 (2019-nCoV). The virus is now named SARS-CoV-
2, which causes the illness COVID-19.

Personal Protective Equipment EUA:

On the basis of this determination, the Secretary declared that circumstances exist justifying the
authorization of emergency use of personal respiratory protective devices during the COVID-19
outbreak, pursuant to section 564 of the FD&C Act, subject to the terms of any authorization
issued under that section.

In Vitro Diagnostic devices EUA’s:
CDC has granted a right of reference to the performance data contained in CDC's EUA request

(FDA submission number EUA200001) to any entity seeking an FDA EUA for a COVID-19
diagnostic device.

Promedical COVID-19 Rapid test Kit EUA Reference: PEUA200057.

Please quote the above number at the customs or border protection on clearing goods.

Kind Regards
\

Neran De Silva

CEO, Promedical Equipment Pty Ltd
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FAKULTNI NEMOCNICE KRALOVSKE VINOHRADY

Srobirova 50, 100 31 Praha 10

TELEFON: 267161111 l
ICO. 00064 173

DIC: CZ 00064 173
Bankovni spojeni.: CNB

C. 4. 16334101/0710

VAS DOPIS ZNACKY/ZE DNE NASE ZNACKA VYRIZUJE/LINKA V PRAZE DNE
¢j. FNKV /2200 /2200 19.2.2021

Véc.: JOYSBIO SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) REF G10314

Viézeny pane,

na zakladé Vasi zadosti jsme provedli v naSem odbérovém misté pro antigenni testovani
COVID-19 v obdobi od 20.1. do 15.2.2021 dvacet odbéri antigennimi testy COVID-19
JOYSBIO SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) REF G10314 u
pacient, u kterych byla pfed tim diagnostikovana infekce COVID-19 standardnim
antigennim testem a nasledné potvrzena testem PCR. V ramci tohoto porovnani byla
shoda u pozitivnich pacientt 90%

S pozdravem

Prof. MUDr. Petr Arenberger, DtSc., MBA, FCMA
feditel FNKV



2.Austria

Bundesamt fiir
Sicherheit im
Gesundheitswesen

BASG

SELBSTVERPFLICHTUNG fiir das Inverkehrbringen von Schnelltests zum
Nachweis eines Vorliegens einer Infektion mit SARS-CoV-2
gemaB § 323c Abs. 18 der Bundesabgabenordnung, idgF

An das

Bundesamt fur Scherhat m Gesundhetswesen
-—-‘

Traisengasse 5

1200 Wien Y L o
(5 ~gtv, Py N \\
Hermit bestange ich ) *ﬂ“ﬂ H!’\ﬂ !

FArma: JOYSBIO (Tann)
tdame: Mr Yuan \\-‘:. $enos "“:

Anschnft: Tianm Internabonal Jont Aademy of Botactvology & Medicne 9th floor, No.220, Dongting Road, TEDA 300457
Tanpn Cwna

ak Verantworticher fur das Inverketwbnngen, dass hinschtich der nachstehend beschrebenen Schnelitests zum
Nachwess emnes Voregens ener Infektion mt SARS-CoV-2, de durch den Hersteller fur eine Prabennahme im
anteror nasalen Berexch oder andere ahnkch minmal invaave Probennahmen in Verkehr gebracht und mit esner
CE-Kennzexchnung gemaB dem Medenproduktegesetz oder auf der Gundlage der Ricrthnie 98/79/EG ergangenen
natordlen Vaschriten anderes Vervagpanteaen des Abkommens uber den Europaschen Wirtschaftsraum
versehen and, jedoch vom Hersteller tasher micht zur Bgenanwendung i Verkehr gebracht wurde, ein Sicherheits-
und Lesstunganiveau erescht wird. das de Funkbonstaughdikest und die Bnsatztaughchkeit fur den geplanten
2weck (Exgenamvendung) gewahriesstet.

Schnelitest zum Nachweis eines Vorliegens einer Infektion mit SARS-CoV-2

Genaue Bezeichnung des

Name und Anschrift des
Herstellers gemdB § 2 Abs. 7

Name und Anschrift des
Bevalimachtigten gemas § 2

Nr.
Medizinproduktes asterreichisches Abs. Ba ostesreichisches
Medizinproduktegesetz Medizinproduktegesetz
SARS<LoV-2 Andgen Raoid Test JOYSHO (Tianjin) Biotedhol ogy )
1 : Lotus WL BY.
Kt (Colod d Gobd) Co., Ltd.
Tianpn [nternatonal Jowt Acaiemy
2 of Botedmoiogy & Mediane 9th Korongn kéanzplan 10, 259547
floor, No2 20, Dongting Road, 's{xravertiage
TEDA 300457 Tanjn Cia
L /)
a0
P ung inver -2 von SARS-CoV-2 Schnelhtests
[T o e iy r o Medizin ’w:‘:‘: Name und Anschrift des Herstellers N;m. und- des

T

Josef-Drapeta-sirazze 26, A-
2231 Strwschot an der
PG an

SGTi-flex Covid-19 Ag

Sugentech Inc. 721-26.

Heungdeok-gu Theangiu-s.

Chunechoonebuk do. 28161. Kores

nT < Ing GmbH, A
80. D- 66386 st tEDert. Deviacany

Bridge Commerce Gmbr

Lossanescrate 7o/
Units/Topl . 3020 wien

Lbov-tio sar-cov-2 antigen
Ropier Tose ki

(Tianun)

co..

Lea s Tiangin

Joint Academy of Biotechnology &
|rrecicine ouh noor No. 220,
Rosd. YEDA DO0ASY Tianjin China

erd, Z505AA, The Hosue. Netherlands
i |3 Verd. 259544, snuo. Net S

Lotusz NL B V. Address: Koningin Jullanapicin 20,

Biocnginecring Co., Lid Rourm 1606,

Srace 16, Gebiude 5. Bin'An-Str 688,
Vierces.

Hangshou dtacr, Zhellanc Pravine. VR

lcoviv-10.ncos Porod Modizintechnik Gmb 3580

Porol BASEH L i e 1Hornert azse 20

jeoias
Neow Genea (Hangzhou)

Bicenginearing Co.. Ltd. Raum 1606,
e WAl Atee ik Gmpi |3580 Freusnneren, lcovio.19.nG 10 ENEAE. Cu iy e 8, iy g O [Fpcoaiedigguachain Sl JREC

Hornarstrasie 22 Rachenabsirah wetel. n Hornertrasze 24
e nh ot Suatie, i ne DroTtnEs R
china
ot et e P [Torons Antigen scnnetitast olLab GmbR. Diatrich-Bonhoclier:
Faras MedisarernneGmon | 250 Fuenaoen. Nszenabateien StraRe 9. 40764 Lanrenteld.
= = Deutsehitand




3.France
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Ageme fisliona e sexudle du (e etent o
€t des produits de wante REPURLIDUE FRANCARE

DIRECTION DES DISPOSITIFS MEDICAUX,
DES COSMETIQUES ET DES DISPOSITIFS DE
DIAGNOSTIC INVITRO

Saint-Denis, le 26 juillet 2021

Doss#v s par Corine Maiilard
Tel.: +33 (0)1 55 87 31 14 JOYSBIO (Tianjin) Biotechnology
E-mall : corine mailgadfiersm santafr Tianjn International Joint Academy of Biotechnology &
NRef. . OTES Medicine Sth floor No.220.

Dongling Road.

TEDA 300457

Tiangn

Chine

}yad

{Objet : dérogation pour le dispositif médical de diagnostic in vitro dénommé JOYSBIO SARS-
COV-2 Antigen Rapid Test Kit (home test)

PJ : Cahier des charges version du 21 juiliet 2021
Monsieur.

Vous avez formuleé auprés de mes services une demande de dérogation afin de pouvor mettre sur le marche
en tant qu'autotest. le dispositif medical de diagnostic in vitro (DIV) de detection antigenique du virus SARS-
CoV-2 visé en objet.

Ce produit n'a pas encore satisfait aux procédures de confomité applicables aux autotests et necessaies a
I'apposition du marquage CE telles que préwues par |a directive 98/79/CE du Parlement européen et du Consei
du 27 octobre 1998 relative aux dispositifs médicaux de diagnostic in vitro relative. et dont le respect doit étre
préalable a la mise sur le marché des dispositifs médicaux de diagnostic in vitro . il n‘est notamment pas
couvert. a ce jour, par un certificat CE de conformité délivré par un organisme notifié.

L'artticle 9 § 12 de la directive 98/79/CE précitée me permet toutefois de vous autoriser. a tifre dérogatoire et
sous conditions. @ mettre sur le marché des dispositifs n'ayant pas fait I'objet de ces procedures de
certification. mais dont l'utifsation présente un intérét pour la protection de la santé

Dans ce contexte et a cet égard. I'arrété du 26 mars 2021 modifiant 'arété du 10 juillet 2020 prescrivant les
mesures d'organisation et de fonctionnement du systéme de santé nécessaires pour faire face a I'epidémie de
covid-19 dans le cadre de I'état d'urgence sanitaire, prévoit nolrmment qu'une telle dérogation est susceptible
d'étre accordée pour des autotests qui n'auraient pas completé leur évaluation de conformité permettant
l'apposition du marquage CE, d'une patt s'ils satisfont aux critéres édictés par la Haute autorité de sante
(HAS), d'autre part s'ils respectent le cahier des charges publié sur le site intemet du Ministére charge de la
santé et de I'Agence nationale de sécurité du médicament et des produits de santé.




4. Slovenia

JAVRR AGENCLIA REDUSHIKE SLOYENIJE 24
ZBMAVILA iN MEDICINSKE PRPOMOCXE

T W B

wkfuars Saveniys

Stevilka: 314-3/2021-15
Datum: 14 5 202¢

javra 3gencija Republike Stovenije 2a zdravifa in medicinske pripomacke. Siovenceva ulica 22. 1000 Ljubljana
iv radaljevanju. JAZMP), na podlagi 25. tlena Zakona o medicinskif pripamockih (Uradni list RS, $1. 98709, v
nadaljevanju: ZMedPri! v zvez1 z vlogo za odobritev dajanja v uporabo medicinskih pripomockov, za katere
niso bii 1izvedent postopki ugotavijanya skladnost:, v izredmih razmerah. predlagatelia Naclonalni institut za
javno zdravje, Trubarjeva £, 1000 Ljubljana: Siovenia iv nadaljevanju: predlagatels). 2 dne 29. 4 2021 izdags
naslednjo

0oDLOCBO

i.] Predlagatelju se odobri dajanje v uporabe medicinskih pripomotkoy, testov SARS-CoV-2 Antigen Rapid
Test Kit (Cotloidal Gold) 2a vzorcenje v nosu, proizvajalca JOYSBIO :Tianym) Biotechnoiogy Co., Ltd. Tranjin
international Joint Academy of Biotechnology&Medicine 9th tioor, N0.220, Dongting Road. TEDA, 300457
Tianjin. Kitajska ireferecna $tevilka G10313), za 1zvajanje samotestiranja v ckviru posebnega presejalnega

programa za solstvo, pod pogoji, ki so aoloceni v izreku te odlocbe.

2. Meditnski prpomodki 2 prve tocke 1zreka se iahko dajejo v uporabo 6 mesecev od dneva
pravhomocnast te odiocbe

3. Vsaka enota pakianja mora biti na vidnem mestu oznacena z napisom: slzredno odobreno 7a
samotestiranie, 28 izva;anje posebnega presejalnega programa.

4. Predlagatelj mora v primeru prepakiranja v mdnjse enote pakiranja zagotoviti. d je prepakiranje izvedeno
v pogojih. ki ne vplivajo na skiadnost pripomockov. Vsaka nova engta mord vsebovati podatke 23
identifikacijo in praviino uporabo pripamocka. ¥kljucno 7 nazivom in nasicvom proizvajaica in njegovega
pooblaicenega predstavnika, oznacho iz 3. tocke izreka te odlocbe, navodili 2a uporabo in kontaktnimi
podatk: predlagatelja

5. Predlagarely mora zagotovitl, da so pogoji skiadisCenja in prevoza takdni, da ne ogrozajo skladnosti
pripomockov.

6. Predlagatel) mora voditi evidenco, ki vsebuje podatek o instituciji. ki so ji bili pripomocki dani v uporabo.
koliGin pripomockov, seriji oziroma partiji in ¢asu dajanja pripomockov v uporabo



5. Czech Republic

MINISTERSTVO ZDRAVOTNICTVI
Palackeho namaésh 375/4. 128 01 Proha 2

Praha 20. dubna 2021
C. .. MZDR 16652/2021-2/0LZP

[T R (T

MZDRXO1IFMGYA
ROZHODNUTI

Minssterstvo zdravotnictvi (ddle jen Ministerstvo®) jako organ pfislusny k rozhodnuti podle
ustanoveni § 12 odst 1 pism. h) zakona ¢. 22/1997 Sb.. o technickych pozadavcich na vyrobky
a o zméné a doplnéni nékterych zakonu. ve znéni pozdéj$ich pied pisu ve spojeni s § 4 odst. 8
nafizeni viady €. 56/2015 Sb.. o technickych pozadavcich na diagnostické zdravotnické
prostedky in vitro (dale jen .nafizeni viady"), na zakladé Zadosti spolecnosti

Pharmedex s.r.o.

se sidlem Lisabonska 799/8, 190 00 Praha 9. ICO: 27151387

(dale jen zadatel")
rozhodlo v souladu s ustanovenim § 67 a nasl. zakona & 500/2004 Sb.. spravni fad, ve znéni
pozdeéjsich predpisu (dale jen .spravni fad") tak ze

povoluje

Zadateli uvést na trh a do provozu diagnosticky zdravotnicky prostredek in vitro SARS-CoV-2
Antigen Rapid Test Kit (Colloidal Gold). jehoz vyrobcem je JOYSBIO (Tianjin)
Biotechnology Co., Ltd., se sidlem Tianjin Intemational Joint Academy of Biotechnology &
Medicine. 9th floor No. 220. Dongting road. TEDA 300457 Tchien-tin, Cina. pro pouZiti laickou
osobou

a stanovuje

po dobu platnosti tohoto rozhodnuti zadateli naslkedujici povinnosti k zapsténi ochrany

verejného zdravi:

- zajistit, aby koneény laicky uZivate! testu byl informovan, Zetoto povoleni se nevztahuje na
variantu testu. ktera vyuziva nazofaryngealniho odbérs vzorku

- informovat odbératele o povinnosti v ramci testovani zajistit pfi pozitivité antigenniho testu
provedeného laickou 0sobou bezprostfedni informovani poskytovatele zdravotnich sluzeb

za ucelem provedeni konfirmaéniho testu.
v pfipadé zajmu odbératele zajistit proSkoleni urtené osoby.



6. Sweden

( LAKEMEDELSVERKET Beslut

SWEDISH MEDICAL PROGUCTS AGERCY

Enheten for Medicnteknik Datum: 2021-06-23 Dny: 5.2.3-202 1036511

JOYSBIO (Tianjin) Biotechnology Co., Ltd.
Tianjin International Joint Academy of
Biotechnology& Medicine Sth floor No 220,
Dongting Road. TEDA 300457

Tianjin, P.R. China

Betriffande ansikan om dispens fran kraven pa procedur for
bedomning av dverensstimmelse gillande sjélvtest

Lt

o)
JOYSBIO (Tianijin} Biotechnology Co., Ltd. ansékan om dispens fran kraven pa
procedur fér bedémning av 6verensstdmmelse géllande produkten 'SARS-CoV-2

| Antigen Rapid Test Kit (sjalvtest)’ beviljas.

Dispensen galler som langst fram till den 31 juli 2021 eller sa snart produkten CE-
markts. om sa blir fallet dessférinnan.

Dispens beviljas med ftfjande villkor:

.

Tillverkaren eller den som foretrdder tilverkaren ska vid dispensens utgang
sakerstalla att forsaljningen (tillhandahallandet) av produkten till
slutanvandaren upphér

Tillverkaren eller den som féretrader tilverkaren ska upplysa berérda
aterforsdljare om att produkten har beviljats tilifallig dispens fran kraven pa
procedur for bedémning av dverensstdmmelse som innefattar anmalt organs
granskning (extem oberoende organisation) avseende produktens
konstruktion samt upplysa om att dispensen endast géller inom Sverige.

Tillverkaren eller den som foretrader tilverkaren ska sakerstalla att produktens
medféljande information (bruksanvisning. férpackning) ska vara avsedd for
sjdlvtestning (anvandning av lekman i hemmiljo) och vara avfattad pa svenska

Tillverkaren eller den som féretrdder tilverkaren ska sakerstalla att
medfdljande bruksanvisning innehaller radgivande information om de atgarder
som anvandaren skall vidta i handelse av eft postivt. negativt eller oklart
resultat.

Tiliverkaren eller den som foretrader tilverkaren ska i medféljande information
(bruksanvisning. forpackning) informera om sannoliikheten for ett falskt positivt
eller falskt negativt resultat samt 6vriga begransningar gallande testets
tilforlitlighet som sjalvtest samt vilka konsekvenser begransningarna medfor
for den enskilde anvandaren.

Tillverkaren eller den som firetriider tilverkaren ska 1tan fardréining meddela
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Nome da Empresa
Produto
Apresentagao/Modelo
CNPJ

Autorlzagao

Tipo de Arquivo

.— ANVISA

el

I Agéncia Nacional de Vigilancia Sanitéria

Detalhes do Produto

WINNING TRADING IMPORTACAQO E EXPORTACAQO LTDA
Kit Teste Rapido Covid-19 IgG/IgM (Colloidal Gold)

Kit com 20 testes

13.352.623/0001-75

8.19.527-2

Arquivos Expediente, data e hora de inclusao

ROTULAGEM OU MODELO DE ROTULAGEM ROTULAGEM.PDF 2659843/20-1 - 11/08/2020 - 07:38

INSTRUCOES DE USO OU MANUAL DO Instrucdes de uso.pdf  2659843/20-1 - 11/08/2020 - 07:38
USUARIO DO PRODUTO

Nome Técnico CORONAViIRUS

Registro 81952720001

Processo 25351.535874/2020-86

Fabricante Legal

Classificagao de Risco

Vencimento do Registro

® FABRICANTE: JOYSBIO (TIANJIN) BIOTECHNOLOGY CO., LTD.
- CHINA, REPUBLICA POPULAR

ill - Ctasse |ll: produtos de alto risco ao individuo e ou medio risco a
salde pubiica

10/08/2021



SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)

Clinical Evaluation Report

Product name: SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)
Packing specification: 20 tests/box
Clinical evaluation category: Comparison with Bosphore Novel Coronavirus Detection Kit

produced by Anatolia Geneworks

Clinical evaluation place: Centro Diagnostico Delta S.r.l. sito in Piazza San Giuseppe
Moscati,8-82030 Apollosa (Benevento) ITALY.

Start date: October 5, 2020
End date: November 5, 2020

Laboratory (seal):

Phone: -86-022-65378415
Report date: November 6, 2020 ( b=
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Introduction:

Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) is an enveloped non-
segmented positive-sense RNA virus. It is the cause of coronavirus disease (COVID-19),
which is contagious in humans. SARS-CoV-2 has several structural proteins including spike
(S), envelope (E), membrane (M) and nucleocapsid (N).

The antigen is generally detectable in upper respiratory samples during the acute phase of
infection. Positive results indicate the presence of viral antigens, but clinical correlation with
patient history and other diagnostic information is necessary to determine infection status.
Positive results do not rule out bacterial infection or co-infection with other viruses. The agent
detected may not be the definite cause of disease.

Detection principle:

The Kit uses an immunocapture method, it is designed to detect the presence or absence of
SARS-CoV-2 nucleocapsid proteins in respiratory samples from patients who are suspected of
COVID-19.

Key components: the anti-nucleocapsid protein antibody and chicken IgY labeled by colloidal
gold, the nitrocellulose membrane was coated with anti-nucleocapsid protein antibody and goat
anti- chicken IgY antibody.

When specimens are processed and added to the test device, SARS-CoV-2 antigens present in
the specimen bind to antibodies conjugated to colloidal gold in the test strip. The antigen-
conjugate complexes migrate across the test strip to the reaction area and are captured by a line
of antibodies bound on the membrane. A color band will show up when antigen-conjugate is
deposited at the Test “T” position and the Control “C” position on the device.

Purpose:

Evaluation the clinical performance of the SARS-CoV-2 Antigen Rapid Test Kit for accurately
detection of SARS-CoV-2 antigen in human nasal swab.

Testing management:

During the trial, the main investigator is responsible for the coordination and management of
the entire clinical trial, and the main participants are responsible for the main trial work.
During the clinical trial, the main researcher supervises the quality control of the testing
laboratory. Any problems found in the test must be contacted with the main researcher in time
and appropriate measures should be taken. The final test results are statistically analyzed by the

person in charge of statistics, and the main investigator confirmed and wrote the report.



Methods:

Synchronous blind test and methodological comparison design.

The nasal swab and rino oropharyngeal swab samples were collected by hospital
professional medical staff in accordance with the sampling methods of SARS-CoV-2
Antigen Rapid Test Kit (Colloidal Gold) and Bosphore novel coronavirus detection Kit.
The nasal swab and rino oropharyngeal swab samples are blindly numbered and grouped
by the Centro Diagnostico Delta S.r.l. sito editor. Nasal swab samples are divided into
one group, rino oropharyngeal swab samples are divided into another group, and then
tested by Centro Diagnostico Delta S.r.l. sito laboratory inspectors.

Discussion and Conclusion

Results:

In this clinical trial, nasal swab specimens were obtained from Centro Diagnostico Delta
S.r.l. sito in Piazza San Giuseppe Moscati,8-82030 Apollosa (Benevento) ITALIA and
tested with the SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) and the
comparator device Bosphore novel coronavirus detection kit produced by Anatolia
Geneworks. Statistical analysis was performed to calculate the positive agreement rate
and negative agreement rate.

In this study, a total of 190 nasal swab samples were obtained for clinical performance
evaluation by comparing the investigational device, the SARS-CoV-2 Antigen Rapid
Test Kit (Colloidal Gold), and reference reagent Bosphore novel coronavirus detection
kit. The nasal swabs prospectively collected from individual patients who were suspected
of COVID-19. No duplicate samples were selected. The sex ratio was distributed among
136 males (71.58%) and 54 females (28.42%). The age of enrolled patients ranged from
6 to 90 years. There were 112 cases with negative SARS-CoV-2 AG, accounting for
58.95% and 78 positive samples, accounting for 41.05%. In October and November 2020,
190 PCR (Bosphore novel coronavirus detection Kkit) samples from the Centro
Diagnostico Delta S.r.l. sito in Piazza San Giuseppe Moscati,8-82030 Apollosa
(Benevento) ITALIA.

According to the consistency analysis of 190 samples, clinical study results showed that the

detection sensitivity was 98.72% and the specificity was 97.32%.

Conclusion:
This clinical trial by comparing the results obtained by testing potential SARS-CoV-2

positive samples with investigational device that the SARS-CoV-2 Antigen Rapid Test Kit
3



(Colloidal Gold) devices performs as it is claimed in the clinical. The detection sensitivity
for the SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) was 98.72%, and the
specificity was 97.32%. The results showed that the investigational device, the SARS-CoV-2
Antigen Rapid Test Kit (Colloidal Gold), meets the needs of clinical testing.

Main Content

General design

This test uses a synchronous blind test and methodological comparison design.
In order to eliminate the possible impact of the subjective biases and personal preferences

of researchers on the test results during the clinical trial process, this test uses a blind test.
That is, the test personnel in this test do not know the specific information of the sample,
and the clinical information of the sample may not be released until the end of the test.
After the samples were enrolled, the samples were coded by the blind editor authorized by
the clinical trial, in which the blind editor was not involved in the test operation of the
clinical trial. Testing personnel shall test the coded sample according to the reagent test
specification. In the process of test operation, clinical test researchers should strictly
follow the requirements of the product specification for test operation and interpretation
check, and the results obtained in the test process should be truthfully recorded in the data

collection table.

For the detection of SARS-CoV-2 Antigen, the nasal swab and rino oropharyngeal swab
samples were collected by hospital professional medical staff in accordance with the
sampling methods of SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) and Bosphore
novel coronavirus detection kit. The nasal swab and rino oropharyngeal swab samples are
blindly numbered and grouped by the Centro Diagnostico Delta S.r.l. sito editor. Nasal
swab samples are divided into one group, rino oropharyngeal swab samples are divided
into another group, and then tested by Centro Diagnostico Delta S.r.l. sito laboratory
inspectors. Among them, there are 3 Centro Diagnostico Delta S.r.l. sito laboratory

inspectors.

Measures to reduce and avoid bias
Subjects were screened strictly according to the blind grouping of the clinical trial protocol to

reduce the selection bias.

Prior to the start of the trial, the sponsor trained the lab operators to correctly perform the

tests and follow the trial protocol.



Clinical sample related requirements
1) DOs and DON’Ts of Sample Collection

* Do test sample immediately.

« Use only swabs provided with the Kit.
2) Sample storage
» Specimen Transport and Storage

» Freshly collected specimens should be processed within 1 hour.

> It is essential that correct specimen collection and preparation methods be followed.
Clinical sample selection

1) Inclusion criteria

Sample inclusion criteria: the sample should be a sample with clearly recorded source,
including different age, gender and other factors. The collection and treatment of
samples are in accordance with the reagent specification or relevant regulations. Sample
information should be complete, including age, sex, sample collection date, clinical
diagnosis such as confirmation or exclusion of SARS-CoV-2 infection.

2) Exclusion criteria

» Samples that are unable to complete the test process human factors (sample
contamination during operation).

» Samples were contaminated with bacteria or/and nosebleed.

» Samples went through too many freeze-thaw cycles.
» Samples not kept at the requirement conditions.

Quiality control

Definition

Quality control is defined as the operation of techniques and activities, such as
monitoring, under the quality assurance system to verify that the research quality
meets the requirements. Quality control must be applied at every stage of data
processing to ensure that all data is trusted and properly located.

1) Study monitoring

During the outbreak, authorized and qualified inspectors will conduct regular remote
primary data checks according to the monitoring plan to verify compliance with

protocols and regulations and assist investigators.
5



2) Laboratory quality control

The laboratory of the testing shall establish a unified test index, standard operating

procedures and quality control procedures.

3) Quality control of reagent testing process

In each test, the control line shall have red strip (qualified quality control). If the

control line does not have red strip (unqualified quality control), the cause shall be

found out and retested until the quality control result is qualified, so as to ensure the

reliability and stability of the system.

4) Qualification of researchers

The researchers participating in the clinical trial must have the specialty, qualification

and ability of the clinical trial, and pass the qualification examination. The personnel

requirements should be relatively fixed.

Reagents and instruments for clinical research

The information of reagents for test is shown in Table 1:

Table 1 Reagent Information

Assessment reagent

Reference reagent

Reagent Name SARS-CoV-2 Antigen Rapid

Test Kit (Colloidal Gold)

Bosphore Novel Coronavirus (2019-nCov)

Detection Kit

Specification 20 tests/box

100 reactions/box

Company JOYSBIO (Tianjin) Biotechnology Co., | Anatolia Geneworks
Ltd.
Lot Number 2020090804 SAG002
Expiration 2022.09.06 2021.12
Preserrvation 2-30°C < -20°C

Condition

Statistical analysis method of clinical trial data

Use SPSS16.0 statistical software or the following formula for statistical analysis.

Table 2 Consistency data analysis

Experimental Reagent

Reference Reagent Group

Group Positive Negative Sum
Positive a b a+b
Negative C d c+d
Sum at+c b+d a+b+c+d

[ep]




Sensitivity a/(atc)

Specificity d/(b+d)
Accuracy ACC/OPA=(a+d)/(a+b+c+d)*100%
Kappa 2(ad-bc)

(a+b)(b+d) +(a+c)(c+d)

95%ClI Normal approximation

Clinical Trial Results and Analysis

Overall distribution of samples

In this test, a total of 190 cases of nasal swab specimens were enrolled in the
consistency comparison test of experimental reagent and reference reagent, and 0
cases of repeated samples were excluded for statistical analysis, including 112

negative samples (58.95%), 78 positive samples (41.05%).

Table 3 Proportion and number distribution of clinical trials

nasal swab specimens
Sample :
Negative Positive
Number of cases 112 78
Ratio 58.95% 41.05%
Number of total cases Positive 190

Sex and age distribution of samples
A total of 190 nasal swab specimens were enrolled in the consistency comparison
test of experimental reagent and reference reagent, including 136 males and 54

females.

The specific distribution of samples is shown in the following table:



Table 4 Sex and age distribution

Index Sample type Nasal swab specimens
Number of samples | Total 190
Sex Male (N,%) 136 (71.58%)

Female (N,%) 54 (28.42%)

Age (y) X4SD 41.17#6.71
Min-Max 6~90

Consistency analysis of test results
1) Consistency comparison of experimental reagent and reference reagent
Clinical sample stratification statistics

» Overall Clinical Study

In this study, 190 nasal swab specimens were obtained in the clinical performance study
to compare SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) (evaluating device for
antigen testing) and the Bosphore novel coronavirus detection kit (Anatolia Geneworks).
The clinical performance data of the SARS-CoV-2 test results were analyzed, and 77
samples were tested positive by the SARS-CoV-2 Antigen Rapid Test Kit (Colloidal
Gold). There were 3 samples in which the SARS-CoV-2 Antigen Rapid Test Kit
(Colloidal Gold) was positive and the Anatolia Geneworks device was negative. There
was 1 sample in which the SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) was
negative and the reference reagent was positive. There were 109 samples with negative
test results in experimental reagent and 112 samples with negative test results in reference
reagent. Hence, the sensitivity and specificity were 98.72% and 97.32% respectively.
Table 5 Overall Clinical Study Results

Reagent test results PCR Comparator_ Subtotal
positive negative
positive 77 3 80
negative 1 109 110
Subtotal 78 112 190

Positive Percent Agreement (PPA)= 77/78(98.72%)  (95%CI: 93.0%~100.0%)
Negative Percent Agreement (NPA)=109/112 (97.32%) (95%CI1:92.4%~99.4%)
Accuracy=(77+109)/190><100%=97.89%



Kappa=2x (77x109-3x<1) /(80 x<112+78 x110)=0.96>0.5

2) Test Reliability

» The collection and preservation methods of all test samples are reliable.

» The operators have received special training throughout the test process to ensure the
reliability of the test results.

» When conducting clinical trials, the tests shall be conducted in strict accordance with
the requirements of laboratory quality control and clinical trial program in clinical hospitals.
The results were analyzed by experienced researchers to ensure the reliability of clinical
trials.

3) Discussion and Conclusion
In this test, a total of 190 nasal swab specimens samples were enrolled for the

consistency comparison of experimental reagent and reference reagent, and no duplicate
samples were selected. The sex ratio was distributed among 136 males (71.58%) and 54
females (28.42%). The age of enrolled patients ranged from 6 to 90 years. There were
112 cases with negative SARS-CoV-2 AG, accounting for 58.95% and 78 positive
samples, accounting for 41.05%. In October and November 2020, 190 PCR (Bosphore
Novel Coronavirus Detection Kkit) samples from the Centro Diagnostico Delta S.r.l. sito
in Piazza San Giuseppe Moscati,8-82030 Apollosa (Benevento) ITALIA.

According to the consistency analysis of 190 samples, clinical study results showed that
the detection sensitivity was 98.72% and the specificity was 97.32%.

Conclusion:

This clinical trial has performed a full analysis of the experimental reagents through
methodological comparisons, and the results all meet the criteria for clinical evaluation.
All the results showed that SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) meet
the needs of clinical test.



SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) Clinical Evaluation Report

Basic information of positive and negative samples of SARS-CoV-2, 190 cases verified by PCR (Bosphore Novel Coronavirus Detection kit) were

collected in October and November 2020 from the Centro Diagnostico Delta S.r.l. sito in Piazza San Giuseppe Moscati,8-82030 Apollosa (Benevento)

ITALY.

Basic information on positive samples of SARS-CoV-2

Sample ID

Gender

Age

Physiological
state

Experimental reagent Assessment test results

PCR test results

Sample
type

Collection test line
date Test date appearan

Determination

Sample type

Collection
date

Test date

Determination

CT

100800172

55

Fever > 37<C;
Headache

nasal swab

2020/10/5 2020/10/5 <5min

Positive

Rino
oropharyngeal
swab

2020/10/5

2020/10/5

Positive

(N 19; E 21; RdRP 22)

100800173

51

nasal swab

2020/10/8 | 2020/10/8 <5min

Positive

Rino
oropharyngeal
swab

2020/10/8

2020/10/8

Positive

(N 19; E 19; RdRP 20)

100800174

50

nasal swab

2020/10/8 2020/10/8 <5min

Positive

Rino
oropharyngeal
swab

2020/10/8

2020/10/8

Positive

(N 21; E 21; RdRP 22)

100800176

48

nasal swab

2020/10/8 2020/10/8 <5min

Positive

Rino
oropharyngeal
swab

2020/10/8

2020/10/8

Positive

(N 21; E 20; RdRP 20)

100800180

24

nasal swab

2020/10/8 2020/10/8 <5min

Positive

Rino
oropharyngeal
swab

2020/10/8

2020/10/8

Positive

(N 20; E 19; RdRP 19)

101300042

44

Headache

nasal swab

2020/10/13 | 2020/10/13 <8min

Positive

Rino
oropharyngeal
swab

2020/10/13

2020/10/13

Positive

(N 33; E 28; RdRP 29)

101400211

87

nasal swab

2020/10/14 | 2020/10/14 /

Negative

Rino
oropharyngeal
swab

2020/10/14

2020/10/14

Positive

(N 42; E 30; RdRP 29)

101400267

60

nasal swab

2020/10/14 | 2020/10/14 <5min

Positive

Rino
oropharyngeal
swab

2020/10/14

2020/10/14

Positive

(N 20; E 21; RdRP 22)

101400269

64

nasal swab

2020/10/14 | 2020/10/14 <8 min

Positive

Rino
oropharyngeal
swab

2020/10/14

2020/10/14

Positive

(N 22; E 22; RdRP 23)

10

101400398

20

nasal swab

2020/10/14 | 2020/10/14 <5min

Positive

Rino
oropharyngeal
swab

2020/10/14

2020/10/14

Positive

(N 19; E 19; RdRP 18)

11

102607178

57

nasal swab

2020/10/26 | 2020/10/26 <5min

Positive

Rino
oropharyngeal
swab

2020/10/26

2020/10/26

Positive

(N 20; E 21; RdRP 21)

12

102607263

24

nasal swab

2020/10/26 | 2020/10/26 <5min

Positive

Rino
oropharyngeal
swab

2020/10/26

2020/10/26

Positive

(N 21; E 21; RdRP 22)

13

102607262

32

nasal swab

2020/10/26 | 2020/10/26 <8 min

Positive

Rino
oropharyngeal

2020/10/26

2020/10/26

Positive

(N 31; E 27; RdRP 26)
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swab

14

102900007

64

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 21; E 24; RdRP 25)

15

102900008

30

nasal swab

2020/10/29

2020/10/29

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 29; E 28; RdRP 29)

16

102900012

31

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 19; E 19; RdRP 18)

17

102900013

31

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 19; E 20; RdRP 20)

18

102900022

50

nasal swab

2020/10/29

2020/10/29

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 26; E 29; RdRP 27)

19

102900023

50

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 21; E 21; RdRP 22)

20

102900030

33

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 18; E 20; RdRP 19)

21

102900045

44

nasal swab

2020/10/29

2020/10/29

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 30; E 29; RdRP 29)

22

102900047

51

nasal swab

2020/10/29

2020/10/29

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 30; E 30; RdRP 33)

23

102900066

26

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 21; E 20; RdRP 20)

24

102900078

25

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 19; E 18; RdRP 20)

25

102900081

42

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 21; E 21; RdRP 22)

26

102900082

52

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 21; E 20; RdRP 20)

27

102900104

81

nasal swab

2020/10/29

2020/10/29

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 21; E 21; RdRP 22)

28

102900117

26

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/29

Positive

(N 21; E 21; RdRP 22)

29

102907866

56

nasal swab

2020/10/29

2020/10/29

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/30

Positive

(N 28; E 27; RdRP 27)

30

102900134

25

nasal swab

2020/10/29

2020/10/29

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/30

Positive

(N 34; E 30; RdRP 31)
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31

102907891

35

nasal swab

2020/10/29

2020/10/29

<5min

Positive

Rino
oropharyngeal
swab

2020/10/29

2020/10/31

Positive

(N 22; E 21; RdRP 21)

32

103000014

36

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 21; E 21; RdRP 21)

33

103000086

64

nasal swab

2020/10/30

2020/10/30

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 23; E 24; RdRP 24)

34

103000087

70

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 21; E 20; RdRP 20)

35

103000035

15

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 20; E 19; RdRP 19)

36

103000094

52

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 19; E 19; RdRP 19)

37

103000066

38

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 15; E 15; RdRP 15)

38

103000115

74

nasal swab

2020/10/30

2020/10/30

<10 min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 27; E 26; RdRP 26)

39

103000072

52

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 18; E 18; RdRP 18)

40

103000081

20

nasal swab

2020/10/30

2020/10/30

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 24; E 30; RdRP
N/A)

41

103000124

27

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 20; E 19; RdRP 20)

42

103000137

35

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 21; E 21; RdRP 21)

43

103000021
0

68

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 21; E 20; RdRP 21)

44

103000177

31

nasal swab

2020/10/30

2020/10/30

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 23; E 22; RdRP 23)

45

103000172

40

nasal swab

2020/10/30

2020/10/30

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 31; E N/A; RARP
N/A)

46

103000220

42

nasal swab

2020/10/30

2020/10/30

<5min

Positive

Rino
oropharyngeal
swab

2020/10/30

2020/10/30

Positive

(N 22; E 21; RdRP 21)

47

103000343

20

nasal swab

2020/10/30

2020/10/31

<5min

Positive

Rino
oropharyngeal
swab

2020/10/31

2020/11/2

Positive

(N 22; E 21; RdRP 21)

48

103000338

52

nasal swab

2020/10/30

2020/10/31

<5min

Positive

Rino
oropharyngeal

2020/10/31

2020/11/2

Positive

(N 20; E 21; RdRP 20)
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swab

49

103100016

57

nasal swab

2020/10/30

2020/10/31

<5min

Positive

Rino
oropharyngeal
swab

2020/10/31

2020/11/2

Positive

(N 18; E 18; RdRP 17)

50

103000316

57

nasal swab

2020/10/30

2020/10/31

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/31

2020/11/2

Positive

(N 24; E N/A; RARP
N/A)

51

103100005

55

nasal swab

2020/10/30

2020/10/31

<8 min

Positive

Rino
oropharyngeal
swab

2020/10/31

2020/11/2

Positive

(N 24; E 25; RdRP 27)

52

103100008

22

nasal swab

2020/10/30

2020/10/31

<5min

Positive

Rino
oropharyngeal
swab

2020/10/31

2020/11/2

Positive

(N 21; E 22; RdRP 21)

53

103000311

90

nasal swab

2020/10/30

2020/10/31

<5min

Positive

Rino
oropharyngeal
swab

2020/10/31

2020/11/2

Positive

(N 23; E 24; RdRP 28)

54

110200121

25

nasal swab

2020/11/2

2020/11/2

Positive

Rino
oropharyngeal
swab

2020/11/3

2020/11/3

Positive

(N 23; E 23; RdRP 22)

55

110200070

42

nasal swab

2020/11/2

2020/11/2

Positive

Rino
oropharyngeal
swab

2020/11/3

2020/11/3

Positive

(N 24; E 24; RdRP 23)

56

110200099

63

nasal swab

2020/11/2

2020/11/2

Positive

Rino
oropharyngeal
swab

2020/11/3

2020/11/3

Positive

(N 25; E 26; RdRP 25)

57

110200095

64

nasal swab

2020/11/2

2020/11/2

Positive

Rino
oropharyngeal
swab

2020/11/3

2020/11/3

Positive

(N 21; E 18; RdRP 17)

58

110300071

57

nasal swab

2020/11/3

2020/11/3

Positive

Rino
oropharyngeal
swab

2020/11/3

2020/11/4

Positive

(N 17; E 18; RdRP 40)

59

110300076

56

nasal swab

2020/11/3

2020/11/3

Positive

Rino
oropharyngeal
swab

2020/11/3

2020/11/4

Positive

(N 25; E 27; RdRP 26)

60

110400027

64

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 19; E 19; RdRP 19)

61

110400039

68

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 18; E 19; RdRP 17)

62

110400040

49

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 22; E 25; RARP 23)

63

110400044

70

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 23; E 22; RdRP 21)

64

110400006

17

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 23; E 24; RdRP 22)

65

110400023

50

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 26; E 26; RdRP 25)
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66

110400043

29

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 23; E 24; RdRP 23)

67

110400076

56

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 19; E 19; RdRP 19)

68

110400089

58

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 20; E 20; RdRP 19)

69

110400086

46

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 20; E 19; RdRP 18)

70

110400088

51

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/4

2020/11/4

Positive

(N 19; E 20; RdRP 18)

71

110400143

62

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/5

2020/11/5

Positive

(N 24; E 26; RdRP 24)

72

110400184

53

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/5

2020/11/5

Positive

(N 20; E 22; RdRP 21)

73

110400205

55

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/5

2020/11/5

Positive

(N 24; E 26; RdRP 24)

74

110400180

26

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/5

2020/11/5

Positive

(N 34; E N/A; RARP
N/A)

75

110400181

58

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/5

2020/11/5

Positive

(N 19; E 19; RdRP 18)

76

110400188

68

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/5

2020/11/5

Positive

(N 25; E 29; RdRP 26)

77

110400144

24

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/5

2020/11/5

Positive

(N 32; E N/A; RARP
N/A)

78

110400142

28

nasal swab

2020/11/4

2020/11/4

Positive

Rino
oropharyngeal
swab

2020/11/5

2020/11/5

Positive

(N 31; E N/A; RdRP
N/A)

Basic information on negative samples of SARS-CoV-2 AG

NO

Sample ID

Gender

Age

Physiologic
al state

Experimental reagent Assessment test results

PCR test results

Sample
type

Collection
date

Test date

test line
appearan

Determination

Sample type

Collection date

Test date

Determination CT

100800171

22

nasal swab

2020/10/8

2020/10/8

Negative

rino
oropharyngeal
swab

2020/10/8

2020/10/8

Negative N/A

100800179

59

nasal swab

2020/10/8

2020/10/8

<12 min

Positive

rino
oropharyngeal

2020/10/8

2020/10/8

Negative N/A
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swab

100800175

54

nasal swab

2020/10/8

2020/10/8

Negative

rino
oropharyngeal
swab

2020/10/8

2020/10/8

Negative

N/A

100800178

51

nasal swab

2020/10/8

2020/10/8

Negative

rino
oropharyngeal
swab

2020/10/8

2020/10/8

Negative

N/A

100800080

31

nasal swab

2020/10/8

2020/10/8

Negative

rino
oropharyngeal
swab

2020/10/8

2020/10/8

Negative

N/A

100800080

31

nasal swab

2020/10/8

2020/10/8

Negative

rino
oropharyngeal
swab

2020/10/8

2020/10/8

Negative

N/A

101200189

87

nasal swab

2020/10/12

2020/10/12

Negative

rino
oropharyngeal
swab

2020/10/12

2020/10/12

Negative

N/A

101200192

45

nasal swab

2020/10/12

2020/10/12

Negative

rino
oropharyngeal
swab

2020/10/12

2020/10/12

Negative

N/A

101200194

41

nasal swab

2020/10/12

2020/10/12

Negative

rino
oropharyngeal
swab

2020/10/12

2020/10/12

Negative

N/A

10

101200195

70

nasal swab

2020/10/12

2020/10/12

Negative

rino
oropharyngeal
swab

2020/10/12

2020/10/12

Negative

N/A

11

101400215

83

nasal swab

2020/10/14

2020/10/14

Negative

rino
oropharyngeal
swab

2020/10/14

2020/10/14

Negative

N/A

12

101400213

51

nasal swab

2020/10/14

2020/10/14

Negative

rino
oropharyngeal
swab

2020/10/14

2020/10/14

Negative

N/A

13

101400271

30

nasal swab

2020/10/14

2020/10/14

Negative

rino
oropharyngeal
swab

2020/10/14

2020/10/14

Negative

N/A

14

101400265

31

nasal swab

2020/10/14

2020/10/14

Negative

rino
oropharyngeal
swab

2020/10/14

2020/10/14

Negative

N/A

15

100900322

24

nasal swab

2020/10/14

2020/10/14

Negative

rino
oropharyngeal
swab

2020/10/14

2020/10/14

Negative

N/A

16

101500288

38

nasal swab

2020/10/15

2020/10/15

Negative

rino
oropharyngeal
swab

2020/10/15

2020/10/15

Negative

N/A

17

103000079

79

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

18

103000022

42

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

19

103000113

28

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A
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20

103000078

76

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

21

103000069

69

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

22

103000112

26

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

23

103000027

41

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

24

103000001

22

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

25

103000002

36

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

26

103000021

15

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

27

103000114

49

nasal swab

2020/10/30

2020/10/30

<8 min

Positive

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

28

103000042
0

31

nasal swab

2020/10/29

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

29

103000042
3

58

nasal swab

2020/10/29

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

30

103000139

39

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

31

103000119

31

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

32

103000132

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

33

103000133

50

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

34

103000193

19

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

35

103000277

48

nasal swab

2020/10/30

2020/10/30

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

36

103000274

29

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal
swab

2020/10/30

2020/10/30

Negative

N/A

37

103000276

63

nasal swab

2020/10/30

2020/10/30

Negative

rino
oropharyngeal

2020/10/15

Negative

N/A
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swab

38

103000339

24

nasal swab

2020/10/30

2020/10/31

<8 min

Positive

rino
oropharyngeal
swab

2020/10/31

2020/11/2

Negative

N/A

39

110200001

59

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/2

2020/11/2

Negative

N/A

40

110200002

56

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/2

2020/11/2

Negative

N/A

41

110200004

30

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/2

2020/11/2

Negative

N/A

42

110200028

34

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/2

2020/11/2

Negative

N/A

43

110200051

49

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/2

2020/11/2

Negative

N/A

44

110200062

25

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/2

2020/11/2

Negative

N/A

45

110200043

49

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/2

2020/11/2

Negative

N/A

46

110200045

47

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/2

2020/11/2

Negative

N/A

47

110200044

45

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/2

2020/11/2

Negative

N/A

48

110200101

38

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/3

2020/11/3

Negative

N/A

49

110200100

33

nasal swab

2020/11/2

2020/11/2

Negative

rino
oropharyngeal
swab

2020/11/3

2020/11/3

Negative

N/A

50

110300066

24

nasal swab

2020/11/3

2020/11/3

Negative

rino
oropharyngeal
swab

2020/11/3

2020/11/3

Negative

N/A

51

110300005

28

nasal swab

2020/11/3

2020/11/3

Negative

rino
oropharyngeal
swab

2020/11/3

2020/11/3

Negative

N/A

52

110300065

25

nasal swab

2020/11/3

2020/11/3

Negative

rino
oropharyngeal
swab

2020/11/3

2020/11/3

Negative

N/A

53

110300082

30

nasal swab

2020/11/3

2020/11/3

Negative

rino
oropharyngeal
swab

2020/11/3

2020/11/4

Negative

N/A

54

110400036

28

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/4

2020/11/4

Negative

N/A
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55

110400016

33

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/4

2020/11/4

Negative

N/A

56

110400058

69

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/4

2020/11/4

Negative

N/A

57

110500084

30

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

58

110500037

28

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

59

110500090

42

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

60

110500137

30

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

61

110500094

38

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

62

110500131

27

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

63

110500023

24

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

64

110500093

40

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

65

110500019

50

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

66

110500117

29

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5
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N/A
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2020/11/4
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2020/11/5

2020/11/5
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N/A
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2020/11/4
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2020/11/5

2020/11/5

Negative

N/A
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2020/11/4

Negative
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oropharyngeal
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2020/11/5

2020/11/5

Negative

N/A
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110500127

65

nasal swab

2020/11/4

2020/11/4
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2020/11/5

2020/11/5

Negative

N/A
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28
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2020/11/4

Negative
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oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A
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110500095

51

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal

2020/11/5

2020/11/5

Negative

N/A
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110500122
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2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

74

110500038

39
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2020/11/4

2020/11/4

Negative
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2020/11/5

2020/11/5

Negative

N/A
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2020/11/4
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2020/11/5

2020/11/5

Negative

N/A
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2020/11/4

2020/11/4

Negative
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2020/11/5

2020/11/5

Negative

N/A

7

110500103

29

nasal swab

2020/11/4

2020/11/4

Negative
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oropharyngeal
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2020/11/5

2020/11/5

Negative

N/A
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110500136
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2020/11/4

2020/11/4

Negative
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2020/11/5

2020/11/5

Negative

N/A
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110500018

47
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2020/11/4

2020/11/4

Negative
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2020/11/5

2020/11/5

Negative

N/A

80
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2020/11/4

2020/11/4

Negative
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oropharyngeal
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2020/11/5

2020/11/5

Negative

N/A

81

110500112

40
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2020/11/4

2020/11/4

Negative
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oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

82
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34

nasal swab

2020/11/4

2020/11/4

Negative
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oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A
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110500120
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nasal swab

2020/11/4

2020/11/4

Negative
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oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

84

110500114
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nasal swab

2020/11/4

2020/11/4

Negative
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oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A
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110500096

47

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

86

110500109

30

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A
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39

nasal swab

2020/11/4

2020/11/4

Negative
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swab

2020/11/5

2020/11/5

Negative

N/A

88

110500135

30

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

89

110500088

29

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A
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110500116
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2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

91

110500099

17

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

92

110500130

38

nasal swab

2020/11/4

2020/11/4

Negative

rino
oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

93

110500113

32

nasal swab

2020/11/4

2020/11/4

Negative

rino
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2020/11/5

2020/11/5

Negative

N/A

94

110500100

18
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2020/11/4

2020/11/4

Negative
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oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

95

110500119

24
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2020/11/4

2020/11/4

Negative
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oropharyngeal
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2020/11/5

2020/11/5

Negative

N/A

96

110500118

24

nasal swab

2020/11/4

2020/11/4

Negative
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oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

97

110500159

35

nasal swab

2020/11/4

2020/11/4

Negative
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oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A
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110500087

43

nasal swab

2020/11/4

2020/11/4

Negative
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oropharyngeal
swab

2020/11/5

2020/11/5

Negative

N/A

99
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19
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2020/11/4

2020/11/4

Negative
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2020/11/5

2020/11/5

Negative

N/A
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110500017
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nasal swab

2020/11/4

2020/11/4
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2020/11/5

2020/11/5

Negative

N/A
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110500092
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2020/11/4

2020/11/4
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2020/11/5

2020/11/5

Negative

N/A
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110500085
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2020/11/4

2020/11/4

Negative
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swab

2020/11/5

2020/11/5

Negative

N/A
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110500106
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nasal swab

2020/11/4

2020/11/4

Negative
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swab

2020/11/5

2020/11/5

Negative

N/A
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45

nasal swab

2020/11/4

2020/11/4

Negative
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swab

2020/11/5

2020/11/5

Negative

N/A

105
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33

nasal swab

2020/11/4

2020/11/4

Negative
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swab

2020/11/5

2020/11/5

Negative

N/A
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110500129

33

nasal swab

2020/11/4

2020/11/4

Negative
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swab

2020/11/5

2020/11/5

Negative

N/A
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110500021

27
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2020/11/4

2020/11/4

Negative
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2020/11/5

2020/11/5

Negative

N/A
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2020/11/4
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2020/11/5

Negative
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2020/11/5

2020/11/5
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N/A
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2020/11/4

2020/11/4
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2020/11/5

2020/11/5
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N/A
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2020/11/4

2020/11/4
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2020/11/5

2020/11/5
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N/A
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2020/11/4
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2020/11/5

2020/11/5

Negative

N/A
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Copyright and use of the report

Copyright in this report is the property of FIND (or controlled by FIND). You are free to share, copy and
redistribute the material in any medium or format provided that:

0] attribution: you must give appropriate credit to FIND and indicate if changes were made, you
may do so in any reasonable manner, but not in any way that suggests that FIND endorses
you or your use;

(i) non-commercial: you may not use the report for commercial purposes; and

(iii) no derivatives: if you remix, transform, or build upon the materials or report, you may not
distribute the modified materials or report unless with express authorization from FIND.

Presentation of data on our website does not impact any data ownership rights and FIND is not
responsible for any use by any third party of these data. Data sources are provided.

Evaluation process — private sector engagement

FIND, the global alliance for diagnostics, seeks to ensure equitable access to reliable diagnosis around
the world. It works closely with the private and public sectors and receives funding from donors and some
of its industry partners. It has internal fire walls, policies and processes to protect it against any undue
influence in its work or the publication of its findings.

More information on our policy and guidelines for working with private sector partners can be found here:
https://www.finddx.org/policies/

For the COVID-19 response, FIND has commissioned independent evaluations of in vitro diagnostics
following an Expression of Interest (EOI) process available on FIND’s website by which all test
submissions were scored according to their regulatory status and time to market; the manufacturing and
distribution capacity of the supplier; and the supplier-reported clinical and analytical performance.

Document history

Document version Date Comment

1.0 11 February 2021 Initial version
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1 Productinfo

Joysbhio SARS-CoV-2 Antigen Rapid Test Kit
Version 1.0

Manufacturer name

Joysbio (Tianjin) Biotechnology Co., Ltd.

Test name

SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)

Product code(s)

COV-AG-20/G10313

Pack size(s)

20 tests / kit — version used

Contents of kit

Test device, desiccant, buffer, extraction tube,
specimen sampling swabs

Equipment and consumables Positive and negative control swab (optional)
required, but not provided

PPE, Timer, Biohazard container

Product storage (temp. range) 2-30°C
Shelf-life (months) 24 months
Manufacturing site (country) China

2 Study details

Study design:

Prospective diagnostic evaluation studies across multiple, independent
sites to determine the accuracy of COVID-19 antigen RDTSs, using
consecutive enrolment. Interim analyses are performed at 25% and
50% enrolment, and the evaluation is stopped if tests do not meet 95%
specificity. Presence of symptoms, date of symptom onset and
hospitalization status is collected for all enrolled participants.

Index assays:

Novel lateral flow format tests that detect recombinant SARS-CoV-2
antigens.

Reference method:

Results of the index test are compared to the routine, diagnostic RT-
PCR result, which is used for clinical management

Limit of detection:

Verification of analytical sensitivity, i.e. Limit of detection, was
performed at the Liverpool School of Tropical Medicine in which
standardized serial dilutions of cultured viral isolate were prepared.
Proprietary swab provided in the kit was soaked in viral dilution series.
Dilutions were tested in triplicate and the LOD was defined as the last
dilution where all repeats were interpreted as positive.

Clinical
performance:

Sensitivity was calculated as the proportion of true positive results
detected by Joysbio SARS-CoV-2 Antigen Rapid Test among all
positives by the reference method and reported as a percentage.

Specificity was calculated as the proportion of true negative specimens,
identified as negative by Joyshio SARS-CoV-2 Antigen Rapid Test
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percentage.

method.

among all negatives by the reference method, and reported as a

The 95% confidence intervals were calculated to assess the level of
uncertainty introduced by sample size, using the Wilson’s score

was calculated.

Ease of use A System usability survey and ease of use questionnaire assessing the
quality of the test, test preparation, ease of test execution, procedure
time, ease of result interpretation, storage conditions and perceived
settings of use was completed by operators and a final score out of 100

3 Evaluation details

Country of collaborator

Switzerland

Location of clinical site(s) (city, town)

University Hospital of Geneva

Health care level of site(s)

Community Testing Clinic

Study period (date to date)

4-13 January 2021

Study cohort inclusion/exclusion

Adults in community meeting Department of Public
Health definition of a suspected COVID-19 case and
being tested for SARS-CoV-2 part of routine medical
care.

Provided informed consent

Sample type, antigen test

Anterior Nares (AN, Nasal) swab

Reference PCR method

Cobas SARS-CoV-2 (Roche Diagnostics Inc) (n=216)
Xpert Xpress SARS-CoV-2 (Cepheid) (n=1)

TagPath™ COVID-19 CE IVD RT PCR Kit (Thermo
Fisher Scientific) (with Nimbus Presto Extraction
instrument) (n=48)

Sample type, PCR test

Nasopharyngeal swab

4 Results

4.1 Study Cohort

Country

Switzerland

Total N (valid PCR results)

265
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Age [mean (min-max), N]

36.3 (16-80), 265

Gender [%F, (n/N)]

47.5%, (265/265)

Symptoms present! [%Yes, (n/N)]

88.6%, (39/44)

Hospitalized (n, % Yes) Not available
Days from symptom onset! [median (Q1-Q3); N] | 2 (1-3.5); 31
Days < 0-3 (n, %) 23, 74%
Days 4-7 (n, %) 8, 26%
Days 8+ (n, %) 0, 0%

Positivity [%, (n/N)]

17%, (44/265)

PCR Ct [median (Q1-Q3); N]

26.6 (22.3-30); 44

Ct > 33 (n, %)

6, 14%

Ct> 30 (n, %)

10, 23%

Ct> 25 (n, %)

21, 48%

INote: data on symptom onset only available for individuals who tested PCR positive.

4.2 Estimation of clinical performance

Country

Switzerland

Clinical Sensitivity (95% CI), N

70.5% (55.8, 81.8), 44

Sensitivity days <7, N

74.2% (56.8, 86.3), 31

Sensitivity Ct < 33, N

78.9% (63.7, 88.9), 38

Sensitivity Ct < 25, N

91.3% (73.2, 97.6), 23

Clinical Specificity (95% CI), N

99.1% (96.8, 99.8), 221

Invalid rate (%, n/N) 0%, 0/265
4.2.1 Estimation of analytical performance
Lowest dilution Verified LOD Viral Copy Supplier-reported
detected concentration equivalent LOD
Analytical | 1.0 x 102 pfu/ml ~ 1.0 x 102 2.18 x10° copies/ml | 1.6 x 102 TCIDso/ml ~
Sensitivity | 1.42 x 10?2 TCIDso/ml pfu/ml applied to test 1.12 x 102 pfu/ml

Note: viral dilution was applied directly to the test cassette, not to the provided swab.
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Joysbio

[TBC] out of 100

TBC operators, Switzerland
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Ministrstvo za zdravje Republike Slovenije
Stefanova 5
1000 Ljubljana

Stevilka: 6000/051/2021
Datum: 26.4.2021

POROCILO O VERIFIKACIJI HITREGA ANTIGENSKEGA TESTA PROIZVAJALCA
JOYSBIO (TIANJIN) BIOTECHNOLOGY Co., LTD.

Uvod

Po navodilu Ministrstva za zdravje Republike Slovenije (v nadaljevanju MZ) z dne, 2. 4.
2021 smo v Nacionalnem laboratoriju za zdravje, okolje in hrano pristopili k verifikaciji
testa SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) proizvajalca Joysbio (Tianjin)
Biotechnology Co., Ltd. Test je MZ nabavilo v okviru enotnega postopka javnega
naro¢anja na nivoju Evropske unije. Ker test temelji na analizi brisa odvzetega iz
sprednjega dela nosu, je bil sprozen postopek za ugotavljanje primernosti testa za
namen samotestiranja doloéenih skupin prebivalcev Slovenije na okuzbo z virusom
SARS-CoV-2.

Temelj mikrobioloSke diagnostike bolezni COVID-19 je dokazovanje ribonukleinske
kisline virusa SARS-CoV-2 z metodo RT-PCR po ekstrakciji nukleinske kisline in
reverzni transkripciji (v nadaljevanju PCR), ki se uporablja kot »zlati standard« pri oceni
drugih metod. Zaradi razlicnih, zlasti logisti¢nih razlogov, uporaba PCR ni vedno mozna.

Hitri antigenski testi za dokazovanje antigenov SARS-CoV-2 (v nadaljevanju HAT) so
dopolnilo PCR. So cenejsi, Cas izvedbe je krajSi (do 30 minut), lahko ga izvaja osebje
brez predhodne temeljite laboratorijske izobrazbe, pravioma se izvajajo ob
preiskovancu. lzkudnje nekaterih drzav kazejo, da je teste mogoCe uporabiti tudi na
nacin, ko preiskovanec sam sebi odvzame vzorec, sam izvede test in odCita rezultat. S
primerno frekvenco testiranja je do doloCene mere mogoCe nadomesti manjSo
obcutljivost detekcije povzrocitelja, ki nastane zaradi uporabe hitrega antigenskega testa
namesto RT-PCR metode, odvzema brisa sprednjega dela nosu namesto brisa
nosnozrelnega prostora, samoodvzema vzorca namesto odvzema s strani usposobljene
osebe in izvedbe hitrega antigenskega testa s strani laika namesto s strani
usposoblijenega zdravstvenega delavca.

Nacionalni laboratorij za zdravje, okolje in hrano (v nadaljevanju NLZOH) je v skladu z
navodilom MZ nemudoma pristopil k izdelavi verifikacijskega protokola in viloge za oceno
etiCne sprejemljivosti. Dne 12. 4. 2021 smo Komisiji Republike Slovenije za medicinsko
etiko oddali viogo za pridobitev soglasja Komisije k protokolu verifikacije. Komisija ga je
prejela in na dopisni seji obravnavala 13. 4. 2021. Ocenila ga je kot eticno
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sprejemljivega. Na podlagi dopisa 5t. 0120-177/2021-7 z dne 13. 4. 2021 smo v NLZOH
pristopili k izvajanju verifikacije po protokolu.

Opredelitev problema

Hitri antigenski test, ki je bil izbran s postopkom javnega naro€anja na nivoju EU, ima
CE in IVD oznako. Da je test pridobil CE oznako, je bila po navedbah proizvajalca
opravljena Kklinicna validaciia s strani Centro Diagnostico Delta S.r.l., Apollosa
(Benevento), Italija, Kjer je bil kot testni vzorec uporabljen bris nosnozrelnega prostora,
in neodvisna verifikacija s strani University Hospital of Geneva v Svici, kjer je bil kot
vzorec uporabljen bris prednjega dela nosu.

Proizvajalec tako navaja 98,13 % obcutljivost in 99,22 % specifiCnost testa, s Cimer je
test glede analitskih sposobnosti zadostil razpisnim pogojem v postopku javnega
naroCanja, nacionalnim priporoCilom za uporabo HAT (> 95 % obcutljivost in >98 %
specificnost po podatkih v navodilu proizvajalca) in priporo€ilom Svetovne zdravstvene
organizacije (> 80 % obdutljivost in > 97 % specificnost).

Hitri antigenski test, ki je predmet verifikacije, sodi v skupino imunokromatografskih
testov, ki temeljijo na reakciji protitelesa, ki je vezano na testno polje, in za virus
specificnega antigena, ki se nahaja v vzorcu. Reakcija je sposobna zaznati le toliko
virusnih sestavin/kopij, kot jih je vzorcu. ObiCajno je potrebnih ve¢ kot milijon kopij
virusa, da bo HAT pozitiven.

PCR metoda pa omogocCa, da se v reakciji iskana tar€Ca pomnozi. Skozi cca 40 ciklov
pomnozZevanja se v vsakem ciklu Stevilo kopij tarée podvoji, kar omogoca, da lahko
pozitivho reakcijo daje Zze 100 kopij virusa. Koncentracijo virusa v vzorcu lahko priblizno
ocenimo s pomocjo Ct vrednostji pozitivnega vzorca. Ct vrednost je Stevilka cikla, pri
katerem se tarCa pomnozi do te mere, da je merjeni signal presegel prag, ki loCi
negativno od pozitivne reakcije. Ct vrednosti med razlicnimi PCR testi niso povsem
primerljive zaradi Stevilnih tehni¢nih razlogov. Kljub temu priblizna korelacija obstaja:
nizja kot je Ct vrednost, vecja je koncentracija virusa v vzorcu.

Povsem razumljivo je torej, da HAT bolj uspeSno odkriva okuzene med tistimi
preiskovanci, pri katerih se je virus namnozil do visokih koncentracij in je izraCunana
obcutljivost testa posledi€no odvisna od strukture populacije preiskovanceuv.

Namen verifikacije testa Antigen SARS-CoV-2 Test Kit proizvajalca Joysbio (Tianjin)
Biotechnology Co., je oceniti uCinkovitost hitrega antigenskega testa (HAT) za antero-
nasalne brise z namenom samotestiranja oseb na okuzbo SARS-CoV-2 v primerjavi z
metodo RT-PCR, pri ¢emer so si preiskovanci bris sprednjega dela nosu odvzeli sami
pod nadzorom zdravstvenega delavca.
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Protokol verifikacije

Za izvedbo verifikaciie smo v NLZOH sledili protokolu, ki ga priporoCa SZO in so
rezultati neodvisnih verifikacij, izvedenih po tem protokolu, objavljeni na naslednji
povezavi: https://www.finddx.org/covid-19/pipeline/.

Podatki o hitrem antigenskem testu, ki je predmet verifikacije

IME PROIZVAJALCA Joysbio (Tianjin) Biotechnology Co., Ltd.

IME TESTA SARS-CoV-2 Antigen Rapid Test Kit
(Colloidal Gold)

KODA PRODUKTA COV-AG-20/G10313

VELIKOST PAKIRANJA 20 testov

VSEBINA PAKIRANJA Testne ploscCice, pozitivna in negativha

kontrola, ekstrakcijska tekoCina v
plastiénih epruvetkah (cca 300ul), brisi za
odvzem vzorca, navodilo proizvajalca v
slovenskem jeziku

DODATNI MATERIAL Brisi za odvzem vzorca iz nosnozrelnega
prostora

POGOJI HRANJENJA 2do 30°C

ROK UPORABNOSTI 24 mesecev

DRZAVA PROIZVODNJE Kitajska

Podatki o protokolu verifikacije

VRSTA STUDIJE Prospektivha, kohortna; poteka na velih neodvisnih mestih
vzoréenja, kjer se v Studijo preiskovanci vkljuCujejo zaporedno
glede na podano soglasje o sodelovanju

NAMEN STUDIJE Preveriti uCinkovitost hitrega antigenskega testa (HAT) za antero-
nasalne brise z namenom samotestiranja oseb na okuzbo SARS-
CoV-2 v primerjavi vzorcem odvzetim iz nosnozrelnega prostora
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analiziranega z RT-PCR

TRAJANJE Od 14. 4. 2021 do 26.4. 2021
VERIFIKACIJE

PODSKUPINE 1. Brezsimptomni preiskovanci
PREISKOVANCEV

a. Celotna skupina
b. Preiskovanci s Ct vrednostjo pod 25 in pod 30
2. Simptomatski preiskovanci
a. Razvrstitev v skupine glede na naslednje kriterije:
i. Trajanje bolezenskih znakov 0-3 dni,
ii. Trajanje bolezenskih znakov 4-7 dni,
ii. Trajanje bolezenskih znakov 8 ali ve¢ dni,
iv. Ct vrednost pod ali enaka 30,
v. Ct vrednost pod ali enaka 25
3. Skupina otrok
a. Celotna skupina
b. Simptomatski

VRSTA ZBRANIH
PODATKOV PRI
PREISKOVANCIH

Podatki o prisotnosti/odsotnosti in vrsti bolezenskih znakov,
podatki o trajanju bolezenskih znakov, o starosti, spolu.

FORMAT
VERIFICIRANEGA
HAT

Imunokromatografski test, ki poteka po principu lateralnega toka,
kot detekcijski reagent je na protitelesa vezano koloidno zlato.

REFERENCNA RT-

Metoda PCR v realnem €asu po reverzni transkripciji Allplex

PCR METODA 2019-nCoV, proizvajalca Seegene Inc., Juzna Koreja

MESTA 1. Nacionalni laboratorij za zdravje, okolje in hrano, lokacija
ODVZEMOV Maribor

VZORCEV

Univerzitetni kliniCni center Ljubljana
Univerzitetni klinicni center Maribor

Vstopna toCka Zdravstvenega doma Kran;

L~ s

Vstopna to¢ka Zdravstvenega doma Maribor
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Obcutljivost in specificnost testa izraCunamo iz podatkov o Stevilu preiskovancev

predstavijenih v vzorcni tabeli.

Obcutljivost izrazena v odstotkih se izracuna po naslednji formuli: (A/E) x 100.

Obcutljivost HAT pove, kolik§en delez s RT-PCR pozitivnih vzorcev je s HAT pozitiven.

Specifiénost izrazena v odstotkih se izraCuna po naslednji formuli: (D/F) x 100.

Specifitcnost HAT pove, kolik§en delez s RT-PCR negativnih vzorcev je s HAT

negativen.

Rezultati bodo podani s 95 % intervalom zaupanja.

Metoda RT-PCR Skupaj
Rezultat Pozitiven Negativen
g Pozitiven A B G
Negativen C D H
Skupaj E F I
Legenda:

A — pravilno pozitiven rezultat HAT
B — laZno pozitiven rezultat HAT

C — lazno negativen rezultat HAT

D — pravilno negativen rezultat HAT
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Rezultati in ugotovitve

V obdobju od 14. 4. 2021 do 26. 4. 2021 smo zbrali in analizirali 986 vzorcev pri 493
preiskovancih. Od tega smo 493 vzorcev nosnozrelnega prostora analizirali z metodo
RT-PCR in 493 vzorceyv iz sprednjega dela nosu pa s HAT. Med preiskovanci je bilo 348
preiskovanceyv, ki so navajali bolezenske znake in 145 preiskovancev brez bolezenskih
znakov. V raziskavo je bilo vklju¢enih tudi 40 otrok, med njimi jih je 20 kazalo
bolezenske znake. Iz raziskave smo 9 simptomatskih preiskovancev izkljucili zaradi
mejnih vrednosti rezultata RT-PCR metode.

V Tabeli 1 prikazujemo skladnost rezultatov med HAT iz brisa sprednjega dela nosu in
RT-PCR iz brisa nosnozrelnega prostora pri 348 simptomatskih preiskovancih.

Tabela 1: Skladnost rezultatov med HAT in RT-PCR v skupini simptomatskih
preiskovancev

Metoda RT-PCR Skupaj
Rezultat Pozitiven Negativen
RAT Pozitiven 115 1 116
Negativen 51 172 223
Skupaj 166 173 339

Obcutljivost HAT v celotni skupini simptomatskih preiskovancev je 69,28 % (95 % CI
60,85-77,71 %) in specificnost 99,42 % (95 % Cl 98,28-100 %).

Med 166 simptomatskimi RT-PCR pozitivhimi preiskovanci je 143 taksnih, pri katerih so
bile Ct vrednosti pod 30 in 121 taksnih, pri katerih so bile Ct vrednosti pod 25. V skupini
143 preiskovancev je bilo s HAT iz sprednjega dela nosu 113 pozitivnih, kar pomeni
79,02 % obcutljivost HAT in v skupini 121 preiskovancev 105 pozitivnih iz brisa
sprednjega dela nosu, kar pomeni 86,77 % obdcutljivost HAT.

Nadalje je bilo med 118 simptomatskimi RT-PCR pozitivnimi preiskovanci, ki so kazali
bolezenske znake od 0 do 7 dni in so imeli Ct vrednosti pod 30 in 105 pozitivnih iz brisa
sprednjega dela nosu, kar pomeni 88,98 % obcutljivost HAT. Med 111 simptomatskimi
RT-PCR pozitivnimi preiskovanci, ki so kazali bolezenske znake od 0 do 7 dni in so imeli
Ct vrednosti pod 25 pa je bilo 100 pozitivnih iz brisa sprednjega dela nosu, kar pomeni
90,09 % obcutljivost HAT.

V Tabeli 2 prikazujemo skladnost rezultatov med HAT iz brisa sprednjega dela nosu in
RT-PCR iz brisa nosnozrelnega prostora pri 202 simptomatskih preiskovancih, pri
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katerih so se bolezenski znaki pojavili isti dan ali najveC tretji dan pred odvzemom

vzorcev.

Tabela 2: Skladnost rezultatov med HAT in RT-PCR v skupini simptomatskih
preiskovancev s trajanjem bolezenskih znakov od 0 do 3 dni

Metoda RT-PCR Skupaj
Rezultat Pozitiven Negativen
AL Pozitiven 86 0 86
Negativen 9 107 116
Skupaj 95 107 202

Ob¢utljivost HAT skupini simptomatskih preiskovancev s trajanjem bolezenskih znakov
od 0 do 3 dni je 90,53 % (95 % CI 84,34-96,72 %) in specificnost 100 %.

V Tabeli 3 prikazujemo skladnost rezultatov med HAT iz brisa sprednjega dela nosu in
RT-PCR iz brisa nosnoZrelnega prostora pri 64 simptomatskih preiskovancih, pri katerih
so bolezenski znaki trajali 4 do 7 dni pred odvzemom vzorcev.

Tabela 3: Skladnost rezultatov med HAT in RT-PCR v skupini simptomatskih
preiskovancev s trajanjem bolezenskih znakov od 4 do 7 dni

Metoda RT-PCR Skupaj
Rezultat Pozitiven Negativen
e Pozitiven 21 0 21
Negativen 8 35 43
Skupaj 29 35 64

Obcutljivost HAT skupini simptomatskih preiskovancev s trajanjem bolezenskih znakov
od 4 do 7 dni je 72,41 % (95 % CI 53,3 -91,53 %) in specificnost 100 %.

V Tabeli 4 prikazujemo skladnost rezultatov med HAT iz brisa sprednjega dela nosu in
RT-PCR iz brisa nosnozrelnega prostora pri 63 simptomatskih preiskovancih, pri katerih
so bolezenski znaki trajali 8 dni in vec.
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Tabela 4. Skladnost rezultatov med HAT in RT-PCR v skupini simptomatskih
preiskovancev s trajanjem bolezenskih znakov 8 dni in ve€

Metoda RT-PCR Skupaj
Rezultat Pozitiven Negativen
Wl Pozitiven 11 1 12
Negativen 32 19 51
Skupaj 43 20 63

Obcutljivost HAT skupini simptomatskih preiskovancev s trajanjem bolezenskih znakov
od 8 dni in vec je 25,58 % (95 % CI -0,2-51,36 %) in specificnost 95,00 % (95 % CI 85,2-
100 %).

V Tabeli 5 prikazujemo skladnost rezultatov med HAT iz sprednjega dela nosu in RT-
PCR iz nosnozrelnega prostora v skupini 145 brezsimptomnih preiskovancev.

Tabela 5: Skladnost rezultatov med HAT in RT-PCR v skupini brezsiptomnih
preiskovancev

Metoda RT-PCR Skupaj
Rezultat Pozitiven Negativen
HAAL Pozitiven 13 0 13
Negativen 5 127 132
Skupa;j 18 127 145

Obcutliivost HAT v celotni skupini brezsimptomnih preiskovancev je 72,22 % (95 % CI
47,88-96,57 %) in specificnost 100 %.

Med 18 RT-PCR pozitivnimi brezsimptomnimi preiskovanci smo pri 15 preiskovancih
zabelezili Ct vrednosti pod 30. Pri 12 preiskovancih je bil HAT iz sprednjega dela nosu
pozitiven, kar pomeni 80,00 % obcutljivost. Pri 12 RT-PCR pozitivnih preiskovancih s Ct
vrednostmi pod 25 je bilo 10 pozitivnih iz brisa sprednjega dela nosu, kar pomeni 83,33
% obcutljivost HAT.
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V Tabeli 6 prikazujemo skladnost rezultatov med HAT iz sprednjega dela nosu in RT-
PCR iz nosnozrelnega prostora v celotni skupini 40 otrok.

Tabela 6: Skladnost rezultatov med HAT in RT-PCR v celotni skupini otrok

Metoda RT-PCR Skupaj
Rezultat Pozitiven Negativen
HAT Pozitiven 10 0 10
Negativen 1 29 30
Skupaj 11 29 40

Obcutljivost HAT v celotni skupini otrok je 90,91 % (95 % CI 73,09-100 %) in
specificnost 100 %.

V Tabeli 7 prikazujemo skladnost rezultatov med HAT iz sprednjega dela nosu in RT-
PCR iz nosnozrelnega prostora v skupini simptomatskih otrok.

Tabela 7: Skladnost rezultatov med HAT in RT-PCR v simptomatski skupini otrok

Metoda RT-PCR Skupaj
Rezultat Pozitiven Negativen
il Pozitiven 8 0 8
Negativen 1 1 12
Skupaj 9 11 20

Obcutljivost HAT v celotni skupini otrok je 88,89 % (95 % 67,09-100 %) in specifiCnost
100 %.

Med 20 brezsimptomnimi otroci sta bila RT-PCR pozitivha dva. Pri obeh je bil pozitiven
tudi HAT iz sprednjega dela nosu.

Kot je razvidno iz rezultatov je obCutljivost priCakovano najvi§ja v skupini simptomatskih
PCR pozitivnih preiskovanceyv, ki imajo nizke Ct vrednosti.
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Meji 25. in 30. cikla smo izbrali skladno s priporocenim protokolom SZO in glede na
nekatera staliS¢a, da je malo verjetno, da bi oseba s takSnim PCR rezultatom Se izloCala
infektivne virusne delce.

Zakljugki

Rezultati verifikacije so pokazali da:

1. Test ne dosega specifikacij proizvajalca glede obcutljivosti v nobeni skupini
preiskovancev, glede specificnosti pa v vseh skupinah preiskovancev, vendar je
potrebno izrecno poudariti, da navedbe proizvajalca temeljjjo na primerjavi
rezultatov med RT-PCR iz brisa nosnozrelnega prostora in HAT iz brisa nosno
zrelnega prostora in zato rezultati niso neposredno primerljivi.

2. Test zadoSCa kriteriiem nacionalnih smernic za uporabo HAT, ko gre za rezultate
neodvisnih verifikacij glede obCutljivosti v skupini preiskovancev s Ct vrednostmi do
25, v skupini preiskovancev, ki so kazali bolezenske znake od 0 do 3 dni ter v celotni
skupini otrok. Glede specificnosti odstopa le v skupini simptomatskih, ki so kazali
bolezenske znake 8 dni ali vec.

Da test dosega najvecjo obcutljivost in se izraCunana vrednost najbolj pribliza
specifikaciji proizvajalca v skupini simptomatskih preiskovancev, pri katerih so Ct

Tvae

bremenom.

Za boljSo ponazoritev viloge posameznih testov v odkrivanju okuzenih z virusom SARS-
CoV-2 prikazujemo grafe od 1 do 3. Poudarjamo, da je prikaz shematskiin povrsine pod
krivuljo virusnega bremena le priblizno odrazajo dejanski obseg pozitivnih bodisi s HAT,
bodisi z RT-PCR.

Graf 1: Vzorci (obarvano sivo), ki jih lahko kot pozitivhe prepoznamo s pomocjo RT-PCR
glede na prag detekcije metode in krivuljo rasti in padanja virusnega bremena
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Graf 2: Vzorci (obarvano sivo), ki jih lahko kot pozitivne prepoznamo s pomocjo HAT
glede na prag detekcije metode in krivuljo rasti in padanja virusnega bremena
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Graf 3: Vzorci (obarvano sivo), ki jih lahko kot pozitivne prepoznamo med
brezsimptomnimi s pomocjo HAT glede na prag detekcije metode in krivuljo rasti in
padanja virusnega bremena in predstavljajo dodano vrednost samotestiranja
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Verifikacija potrjuje, da je pri uporabi HAT je iziemnega pomena, da se preiskovancem
pravilno predstavi vrednost negativnega rezultata, ki ne sme povzroc€iti obCutka lazne
varnosti. Osnovni namen uporabe HAT je namreé &im hitrejSa napotitev oseb z visokim
virusnim bremenom v samoizolacijo v populacijah, ki jih ne zmoremo testirati s PCR
metodo.

Ugotavljamo, da kljub viS§jemu pragu detekcije metode in kljub temu, da preiskovanec
odvzame vzorec, ki ne velja za zlati standard v diagnostiki, test z ve¢ kot 90 %
obcutljivostjo zazna osebe z visokim virusnim bremenom ob zacetku bolezni. Velja tudi,
da je visoko virusno breme pri okuzbi z virusom SARS-CoV-2 prisotno Ze najmanj dva
dneva pred pojavom bolezenskih znakov. Verifikacija potrjuje, da s samoodvzemom
brisa nosu osebo z visokim virusnim bremenom, ki ne kaze bolezenskih znakov,
odkrijemo enako udinkovito kot osebo, z visokim virusnim bremenom, ki kaze
bolezenske znake. Torej imajo tudi ti testi svoje mesto v diagnostiki SARS-CoV-2.

Viri:

1. World Health Organisation. Diagnostic testing for SARS-CoV-2. Interim guidance.
11 September 2020. Internet: https://www.who.int/publications/i/item/diagnostic-
testing-for-sars-cov-2

2. World Health Organisation. Antigen-detection in the diagnosis of SARS-CoV-2
infection using rapid immunoassays Interim guidance. 11 September 2020
Internet: https://www.who.int/publications/i/item/antigen-detection-in-the-
diagnosis-of-sars-cov-2infection-using-rapid-immunoassays

3. FIND evaluation of SARS-CoV-2 antigen (Ag) detecting tests. Internet:
https://www.finddx.org/covid-19-old/sarscov2-eval-antigen

4, FIND. Rapid diagnostic tests for COVID-19. Internet: www.finddx.org/covid-19
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5. FIND. Comparative evaluation of lateral flow assay tests that directly detect
antigens of SARS-CoV-2. Protocol Synopsis. Internet:
https://www.finddx.org/covid-19-old/sarscov2-eval-antigen

6. World Health Organisation. Target product profiles for priority diagnostics to

support response to the COVID-19 pandemic v.1.0. 28 September,2020 Geneva,
Switzerland https://www.who.int/publications

Porocilo smo pripravili:

- mag. Tjada Zohar Cretnik, dr. med., spec.,

- prim. doc. dr. Irena Grmek Ko$nik, dr. med., spec.,
- Alenka Storman, dr. med., spec.,

- Mateja Borinc, univ. dipl. biol.,

- asist. dr. Valerija Tkalec, univ. dipl. mikrobiol.

Za delovno skupino:
mag. Tjasa Zohar Cretnik, dr. med., spec. klin. mikrobiol.
Direktorica Nacionalnega laboratorija za zdravje, okolje in hrano
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Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

SARTORILS

Sartorius Stedim Biotech GmbH

August-Spindler-Str. 11
37079 Gottingen
Germany

has established and applies
a Quality Management System for

Development, production, sales and
service of products for biotechnology.

An audit was performed, Order No. 707108959.

Proof has been furnished that the requirements
according to

ISO 9001:2015

are fulfilled.
The certificate is valid from 2020-05-22 until 2023-05-21.
Certificate Registration No.: 12 100 59786 TMS.

kS

Deutsche
Akkreditierungsstelle
D-ZM-14143-01-00

Product Compliance Management
Munich, 2020-04-02

TOV SUD Management Service GmbH e Zertifizierungsstelle  Ridlerstrasse 57 ® 80339 Miinchen ® Germany TUV®
www.tuev-sued.de/certificate-validity-check
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Management Service

ZERTIFIKAT

_ Die Zertifizierungsstelle
der TUV SUD Management Service GmbH

bescheinigt, dass das Unternehmen

SARTORILS

Sartorius Stedim Biotech GmbH

August-Spindler-Str. 11
37079 Gottingen
Deutschland

fur den Geltungsbereich

Entwicklung, Produktion, Vertrieb und
Service von Produkten fiir die Biotechnologie

ein Qualitdtsmanagementsystem
eingefuhrt hat und anwendet.

Durch ein Audit, Auftrags-Nr. 707108959,
wurde der Nachweis erbracht, dass die Forderungen der

ISO 9001:2015

erfullt sind.
Dieses Zertifikat ist gultig vom 22.05.2020 bis 21.05.2023.
Zertifikat-Registrier-Nr.: 12 100 59786 TMS.

itierungsstelle
D-ZM-14143-01-00

Product Compliance Management
Miinchen, 02.04.2020

TOV SUD Management Service GmbH e Zertifizierungsstelle  Ridlerstrasse 57 ® 80339 Miinchen ® Germany TUV®
www.tuev-sued.de/certificate-validity-check




	USA FDA EUA SUBMISSION INDEX.pdf
	USA Federal Drug Administration EUA Submission 2022.pdf
	FDA EUA COVER.pdf
	USA FDA Acknowledgment-Letter.pdf
	Approval.pdf
	Brazil-ANVISA-GMP APPROVAL.pdf
	CIBG Ministerie van Volksgezondheid Welzijn en Sport Approval.pdf
	CE-Certificate_Page_1-scaled (1).pdf
	CE-Certificate_Page_2-scaled.pdf

	COFEPRIS Approval.pdf
	Promedical-CHINA APPROVAL.pdf
	fAUKLTNI NEMOCNICE KRALOVSKE VINOHRADY APPROVAL.pdf
	Austria Approval.pdf
	France Approval.pdf
	Slovenia Approval.pdf
	Czech Republic Approval.pdf
	Sweden Approval.pdf
	Germany Approval.pdf
	COVID-19-ANVISA.pdf
	Clinical Evaluation Report Italy - JOYSBIO SARS-COV-2 Antigen Rapid Test - Nov 2020.pdf
	EXTERNAL AGENCY EFFICACY REVIEW.pdf
	NACIONALNI LABORATORIJ ZA ZDRAVJE, OKOLJE IN HRANO.pdf
	EN ISO 134852016 TUV Rheinland.pdf
	ISO-13485-Page_1-scaled
	ISO-13485-Page_2-scaled

	Declaration-of-Conformity-COVID-19-Ag-Rapid-Test-Kit-scaled.pdf
	FAPON ISO 9001 CERTIFICATION.pdf
	SATORIUS STEDIM BIOTECH QM INSPECTION REPORT.pdf
	Zeichnung6
	Seite 1
	Zertifikat_ISO9001-2015_TÜV_de.pdf
	Zeichnung4
	Seite 1








