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Antigen-Test Liste des Bundesinstitut fur Arzneimittel und Medizinprodukte

@ Bundesinstitut
B | fir Arneimittel

wivedzneotite - Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2 @ moressum 3 scminsatin

die Gegenstand des Anspruchs nach § 1 Salz 1 gemt "Dritte Verordnung zur Anderung der Verardnung zum Anspruch auf bestimmte Testungen fiir den Nachwes des Vorliegens einer Infektion mit dem Coronavirus SARS-CoV-2 (Coronavirus-Testverordnung — TestV)" sind.

¥ Allgemeine Hinweise

Alle Daten gemals Ubermittiung des verbindlich sind die Angaben in den jeweiligen Gebrauchsinformaticnen.

Weitere Hinweise zur vom BFAIM bereilgestellten Liste sowie zu den der Listung und ggfs. auch Streichung von der Liste zugrundeliegenden Krilerien finden Sie auf unserer Webseile zu Antigentests aul SARS-CoV-2.

Die nachfolgende Tabelle zeigt die Original-Tests mit ihrem vom baw. i i Eine Ubersicht der jeweiligen deutschen Vertreiber und deren ggfs. abweichender Benennung finden Sie unter dem
Link in der Spalte ,,Deutsche(r) Vertreiber".

Die Angabe ,Evaluierung PEI" bildet die entsprechende, auf der Webseite des Paul-Ehrlich-Instituts (PE) verdffentlichte Ubersicht zur dortigen vergl 1 Evaluierung der itivitat von SARS-CoV-2 Antigenschnelltests ab (siche Webseite des PEI).

- Ja" bedeulel, dass der Test bereits mit positivem Ergebnis durch das PEI evaluiert wurde
- .Nein bedeutet, dass bislang keine entsprachenden Testergebnisse vorliegen.

Im Falle einer negativen Evaluierung durch das PEI streicht das BIAM den entsprechenden Test mit allen zugeordneten Vertreibern von seiner Liste.

Q~  Safecars Los Aktionan v [ Zuriicksetzen
v Nach 'Safacare’ suchen
Hersteller Europiischer Bevollmichtigter Spexifitit
Handelsname des Herstellers | Evaluierun, Deutsche(r) 95%iges
TostID 5 % Name T Stadt Land  Name Stadt Land Testort" % Vertrauens- % 95%iges Vertrauensintervall
Europ. Bevollmichtigten PEI Vertreiber iz
COVID-19 Antigen Rapid Test Kit Safecare Biotech POC
AT19920 s Ja SaO Mo Hangzhou N NIC GmbH Osnabriick 3 &) Details  (chne o727 94,45-98,89 0342 9793-90.93
(Swab) (Hangzhou) Ca, Ltd
Geral)
COVID-19 Antigen Rapid Test Kit Safacare Biotech roc
AT346/21 . O Ja o O Hangzhou CN NIC GmbH Osnabriick DE &) Dotails  (ohine 88,50 94,67 -99.82 9945 95,99 -99.99
(Saliva) {Hangzhou) Co., Ltd.
Garél)
Multi-Respiratory Virus Antigen Test Safocare Biotech POC
ATO27/21 Kit{Swab) (Influenza A+8/ COVID-  Ja ' x Hangzhou CcN NIC GmbH Osnabriick DE &J)Details  (ohne 9704 9259-99,19 9944 9594-99.99
(Hangzhou) Co., L1d.
18) Gerét)
COVID-19 Antigen Rapid Test Kit Safecare Biolech ROC
ATHBZY w gen Ropid Tes Nein e = . Hangzhou China  NIC GmbH Osnabriick DE &) Datails  (chne 98,50 94,67-99.82 9945 96.99-98.99
(aliva) (Hangzhou) Co., Ltd b
COVID-19 Antigen Rapid Test Kit Safecare Biotach e
ATaTBIZ21 Emtli Ja Hangzhou N NIC GmbH Osnabriick DE &) Details  (chne 97,04 92.59-99,19 9944 9694 -99.69
(Swab) (Hangzhou) Co., Ltd Gerél)
Lo
Multi-Respiratory Virus Antigen Test _—__ POC
AT4E3/20  KitiSwab) (influenza A+B/ COVID-  Ja P T Hangzhou N NIC GmbH Osnabriick DE &) Datails  (chne 07,04 92,59-99,19 0944  95.94-8060
{Hangzhou) Co, Lid =
19) Garal)
1 Zeilen ausgewahit 1 1-Bvon6
letzte Anderung:  10.03.2021 13:37 * POC = Point of Care

https://antigentest.bfarm.de/ords/f?p=101:100:9507865114131:::::&tz=1:00
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Klinische Test-Studie

Safecare Biotech (Hangzhou) Co. Ltd
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Clinical Evaluation Report

Purpose:
In order to verify the clinical performance of the improved test

Material:

Fresh negative COVID-19 samples were collected from the hospital and validated by PCR.
Fresh positive COVID-19 samples were collected from CDC and validated by PCR.
Product used: COV20082701

3. Protocol:

3.1 Sample Size:
Positive Sample: >100
Negative Sample:>150

3.2 Sample’s collection:
Nasal swab specimen or nasopaharygeal swab specimen can be used by Safecare COVID-19 Antigen
Rapid Test Kit(Swab) to detect the presence of SARS-CoV-2 antigen in the specimen. Internal
validation studies based on Matrix Equivalency were performed on both nasal swab specimens
and nasopaharygeal swab specimen, no statistic difference was observed among those specimens.

All swabs were randomly blinded and assigned to testing with PCR assay as the comparator method for

this study.

3.3 Sample Entry criteria:

The samples from hospital outpatient screening cases and COVID-19 Patients who presented
within 7 days of symptom onset;

Samples of people that gender and age are not limited.

3.4 Sample Exclusion criteria:
Samples without PCR test results;
Samples that the quantity is not enough to complete the test;
Samples with failed test results (C-line has not appeared);
Freeze samples repeatedly.

3.5 Comparator method
All samples was confirmed by PCR.
PCR tests used from Sansure Biotech Inc. and performed on ABI7500.

4. Operator and site:
Site 1:
Study Site Info: ZHEJIANG PROVINCIAL CENTER FOR DISEASE CONTROL AND
PREVENTION
Researcher: Dr. ZHANG LEI
Lab Name (or Hospital or Doctor’s office) : Immunology Laboratory
Address: 3399 Binsheng Road, Binjiang District, Hangzhou City, Zhejiang Province
Site 2:
Study Site Info: THE FIRST AFFILIATED HOSPITAL ZHEJIANG UNIVERSITY SCHOOL

=

OF MEDICINE

Rescarcher: Dr.Xuwei

Lab Name (or Hospital or Doctor’s office):Immunology Laboratory
Address: No. No. 366, Wutong Road, Xihu District, Hangzhou, Zhcjiang

5. Statistical methods:
5.1 Statistical of test result

Referencing reagent Test
Total
Positive Negative
Research ‘ Positive A B A+B
Reagent ‘ Negative ¢ D D
Total A+C B+D A+B+C+D

Percent Positive Agreement=A/(A+C)*100%
Negative Percent Agreement=D/(B+D)*100%
Overall Agreement=(A+D){(A+B+C+D)*100%

5.2 Statistical of Specimens correlation

Record and statistics the of anti; positive’PCR-positive and anti gati
PCR-positive samples with the Ct values of the PCR to determine the mean Ct value of antigen-positive
samples

Evaluation indicators:
The total PPA should be no less than 80%.
The total NPA should be no less than 90%.

Statistical results of the clinical evaluation
7.1 Test result

Method (RT-PCR)
Total
Positive Negative
Testostri Positive 131 1 132
SIP [ Negative 4 179 183
Total 135 180 315
—
7.2 Statistical results
Project Value Percentage (95% confidence interval)
Relative Sensitivity-PPA_ (%) 131:135 97.04% (92.59%~99.19%)
Relative Specificity-NPA (%) 179/180 99.44% (96.94%~99.99%)
Overall Agreement (%) 310315 98.41% (96.33%~99.48%)

7.3 Kappa consistency test
Caleulate the Kappa value and standard error; test hypothesis is cstablished for Kappa: HO: k = 0, Kappa value
comes from 0 population, H1: k > 0, Kappa value comes from non-0 population, @ = 0.05.

Project Value
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Kappa Value 0.9675. Good
Standard Error Se(K) 0.0144
95% Confidence Interval 0.9392~0.9958
Standard Error Se0(K) 0.056
Test Value Z 7~17.1747 Probability value P=0.0000
Test Result P<0.05,refuse HO, Kappa values come from populations

other than 0.

7.4 Specimens correlation

The performance of Safecare COVID-19 Antigen Rapid TestKit(Swab) with positive results stratified
by the comparator method (Ct) counts were collected and assessed to determine the correlation of assay
performance to the Ct.

Safecare COVID-19 Comparator Method (POS by Ct <40)
Antigen Rapid Test Ct<28 Ci>28
Positive 130 1
INegative 0 4

(Total 130 5
Positive 100.00% 20.00%
|Agreement(95% CI) (97.20%~-100.00%) (0.51%~71.64%)

Based on above table, the positive agreement of the Safecare COVID-19 Antigen Rapid
TestKit(Swab) is higher with samples of a Ct count <28.

8. Conclusion

A side-by-side comparison was conducted using the research reagent and referencing reagent. Compare
with RT-PCR:

The Relative Sensitivity is 97.04%, the Relative Specificity is 99.44%, the Overall Agreement is
98.41%.

In summary, The study showed that there is a high coincidence rate between the test-strip and RT-PCR,
and have the equivalence on the clinical usage.

Reporter: Wei Lihua Date: 2020.12.16
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