






























  
 

Paul-Ehrlich-Institut 
Paul-Ehrlich-Str. 51-59 
63225 Langen, Germany  www.pei.de 

03.02.2021 
 

Vergleichende Evaluierung der Sensitivität von SARS-
CoV-2 Antigenschnelltests  
 
Ziel  
Vergleich verschiedener Antigenschnelltests mit identischem Probenmaterial 
 
Material 
Pools von naso- und oropharyngealen Abstrichen. 
 
Trockene Tupfer wurden in PBS aufgenommen, feuchte Tupfer waren bereits in 
Transportmedium unterschiedlicher Zusammensetzung. Pools sind zufällige Mischungen aus 
bis zu 10 Proben vergleichbarer CT Werte, die 1:10 in negativen Proben in PBS verdünnt 
wurden. Die CT Werte eines Pools wurden mit verschiedenen PCR Assays bestimmt und die 
mutmassliche Anzahl an RNA-Kopien mit Hilfe des INSTAND Standards berechnet. Bei den 
verwendeten PCRs entspricht ein CT Wert von 25 etwa 106 RNA Kopien / mL. Es wurden 
jeweils 18 Proben mit CT<25, 23 Proben mit CT zwischen 25 und 30 und 9 Proben mit CT>30 
analysiert. Vermehrung des Virus in Zellkultur wurde als mögliches Korrelat für Infektiosität als 
weiteres Merkmal der Proben bestimmt. 
 
Durchführung 
Die Pools wurden aliquotiert, eingefroren, versendet, und zur Evaluierung der Tests aufgetaut. 
Für jeden Test wurden 50µL des Pools mit den vom Test bereitgestellten Komponenten z.B. 
Tupfer, analysiert. An der vergleichenden Evaluierung beteiligte Labors sind u. a. Robert Koch-
Institut, Paul-Ehrlich-Institut, Konsiliarlabor für Coronaviren (Charité), Institut für Mikrobiologie 
der Bundeswehr.  
 
Zusammenfassung 
Diese vergleichende Evaluierung einer großen Anzahl von SARS-CoV-2 Antigenschnelltests 
(point of care tests; POCT) verschiedenen Designs und verschiedener Hersteller mit demselben 
Probenset ermöglicht einen Überblick über den derzeitigen Stand der Technik hinsichtlich ihrer 
Sensitivität. Die Ergebnisse lassen keine Rückschlüsse auf die Spezifität der Tests zu. 
 
Diejenigen POCT, die bislang in die vergleichende Evaluierung eingegangen sind und hier als 
dem derzeitigen Stand der Technik entsprechend bewertet wurden, sind in der folgenden 
Tabelle aufgeführt. Weitere Tests, die als nicht dem Stand der Technik entsprechend bewertet 
wurden, wurden aus der Liste des BfArM entfernt. Die Untersuchungen werden kontinuierlich 
fortgeführt, die Tabelle entsprechend ergänzt. 
 
Es sei ausdrücklich darauf hingewiesen, dass diese vergleichende Evaluierung nur eine 
Stichprobe der beim BfArM gelisteten und somit erstattungsfähigen SARS-CoV-2 
Antigenschnelltests berücksichtigen kann, und viele weitere Tests bislang (noch) nicht 
berücksichtigt werden konnten, trotz entsprechendem Interesse seitens Herstellern / 
Vertreibern. 
 
Kontakt: 
E-Mail: sarscov2ivd@pei.de 

http://www.pei.de/
mailto:sarscov2ivd@pei.de


    

  Seite 2/3 

Stand 03.02.2021 
Übersicht SARS-CoV-2 Antigenschnelltests, die als „dem  
derzeitigen Stand der Technik entsprechend“ bewertet wurden 

 

Testname Hersteller (Vertrieb) 
Panbio™COVID-19 Ag Rapid Test Device 
(NASOPHARYNGEAL) 

Abbott Rapid Diagnostics Jena GmbH 

RIDA®QUICK SARS-CoV-2 Antigen R-Biopharm AG 
SARS-CoV-2 Rapid Antigen Test SD BIOSENSOR (Roche Diagnostics 

GmbH) 
NADAL® COVID-19 Ag Schnelltest nal von minden gmbh 
STANDARD™ F COVID-19 Ag FIA SD BIOSENSOR  
STANDARD™ Q COVID-19 Ag Test SD BIOSENSOR 
BIOSYNEX COVID-19 Ag BSS BIOSYNEX SWISS SA 
MEDsan® SARS-CoV-2 Antigen Rapid Test MEDsan GmbH 
TestNOW® - COVID-19 Antigen Affimedix 
NowCheck® COVID-19 Ag Test BIONOTE 
Coronavirus Ag Rapid Test Cassette (Swab) Zhejiang Orient Gene Biotech Co.,Ltd 
Sofia SARS Antigen FIA Quidel Corporation 
COVID-19 Ag Test Kit Guangdong Wesail Biotech Co., Ltd.  
CLINITEST® Rapid COVID-19 Antigen Test Siemens Healthineers 
ESPLINE® SARS-CoV-2 Fujirebio Inc. (Mast Diagnostica GmbH) 
BD Veritor™ System for Rapid Detection of 
SARS-CoV-2 

Becton Dickinson 
 

GenBody COVID-19 Ag IVC Pragen Healthcare 
LumiraDx SARS-CoV-2 Ag Test LumiraDX 
Exdia COVID-19-Ag-Test Precision Biosensor Inc. (Axon Lab AG) 
SARS-CoV-2 Ag Rapid Test (FIA)  Wantai (Beijing Wantai Biological Pharmacy 

Enterprise Co., Ltd.) 
SARS-CoV-2 Antigen Schnelltest  Xiamen Boson Biotech Co., Ltd 

(Medicovid-AG; technomed GmbH; Löwe 
Medizintechnik) 

COVID-19 Antigen Schnelltest (Colloidal Gold) Joinstar Biomedical Technology Co., Ltd 
(CIV care impuls Vertrieb) 

mö-screen Corona Antigen Test Mölab GmbH 
Rapid SARS-CoV-2 Antigen Test Card MP Biomedicals Germany GmbH  
Lyher Novel Coronavirus (COVID-19) Antigen 
Test Kit (Colloidal Gold) 

Hangzhou Laihe Biotech Co., Ltd. (Lissner 
Qi GmbH) 

AMP Rapid Test SARS-CoV-2 Ag Ameda Labordiagnostik GmbH 
Clungene COVID-19 Antigen Rapid Test Hangzhou Clongene Biotech Co., Ltd. 
GensureTM COVID-19 Antigen Rapid Test Kit 
 

GenSure Biotech Inc. 

SARS-CoV-2 Antigen Rapid Test Kit Beijing Lepu Medical Technology Co., Ltd 
Hightop SARS-CoV-2 (Covid-19) Antigen Rapid 
Test  

 Qingdao Hightop Biotech Co., Ltd. 

Rapid Covid-19 Antigen Test (Colloidal Gold ) Anbio (Xiamen) Biotechnology Co., Ltd 

Administrator
高亮

Administrator
高亮
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Safecare COVID-19 Ag Rapid Test Kit (Swab) 
 

Safecare Biotech Hangzhou Co., Ltd. 

QuickProfile Covid-19 Antigen Test Card LumiQuick Diagnostics Inc. 
Covid 19 Antigen Schnelltest BioRepair GmbH 
Green Spring SARS-CoV-2 Antigen Rapid Test 
Kit (Colloidal Gold) 

Shenzhen Lvshiyuan Biotechnology Co., Ltd. 

CAT Antigen Covid Rapid Test Oncosem Onkolojik Sistemler San. Ve Tic. 
A.S. 

ScheBo SARS-CoV-2 Quick Antigen ScheBo Biotech AG 
Nova Test SARS-CoV-2 Antigen Rapid Test Kit Atlas Link Technology Co.,Ltd. 

 





 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

          

    

DECLARATION OF CONFORMITY 
 

According Directive 98/79/EC on In Vitro Diagnostic Medical Devices, Annex III. 

Manufacturer: Anbio (Xiamen) Biotechnology Co.,Ltd. 

Address: No.2016, Wengjiao West Road, Xinyang Street, Haicang District,361026 Xiamen, Fujian, 

China. 

European Representative：Lotus NL B.V. 

Contact person: Peter     E-mail：peter@lotusnl.com 

Address: Koningin Julianaplein 10,1e Verd, 2595AA,The Hague, Netherlands.  

 

In Vitro Diagnostic Directive： 

 Rapid COVID-19 Antigen Test (Colloidal Gold ) 

Category：Others. 

Conformity assessment route：Declaration of Conformity IVDD Annex III 

Applicable Standards: 

ISO 13485:2016 EN ISO 18113-3:2011 EN 13612:2002 

 ISO 14971:2019 EN 13641:2002 

 

ISO 23640:2015 

EN ISO 18113-1:2011 ISO 15223-1:2016 EN 62366-1:2015 

EN ISO 18113-2:2011   
We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above 

meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In 

Vitro Diagnostic Medical Devices. 

We agree to develop, implement and maintain a documented post-production monitoring process. 

 

 

 

 

 

Signed on:04/09/2020     Name of authorized signatory:       

          Position held in the company: General Manager 

Place:Xiamen,China      Seal/Stamp:  

          Anbio (Xiamen) Biotechnology Co.,Ltd. 

 



CIBG 
Ministerie van Volksgezondheid, 
Welzijn en Sport 

> Retouradres Postbus 16114 2500 BC Den Haag 

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

Datum: 1 september 2020 
Betreft: aanmelding In-vitro diagnostica 

Geachte heer Wei, 

Op 28 augustus 2020 ontving ik uw notificatie krachtens artikel 4, eerste lid van 
het Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam 
Anbio (Xiamen) 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 Test Kit(Real-time PCR), 
Rapid COVID-19 Antigen Test (Colloidal Gold ) 

(geen merknaam) (NL-CA002-2020-53206) 

Farmatec 

Bezoekadres: 
Hoftoren 
Rijnstraat 50 
2515 XP Den Haag 

T 070 340 6161 

htto://hulomiddelen.farmatec.n1 

Inlichtingen bij: 
M.P. Meijer - Michiels 

medische hulpmiddelen@ 
minvws.n1 

Ons kenmerk: 
CIBG-20204220 

Bijlagen 

Uw aanvraag 
28 augustus 2020 

Correspondentie uitsluitend 
richten aan het retouradres met 
vermelding van de datum en 
het kenmerk van deze brief. 

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 hulpmiddelen en aan 
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van 
Richtlijn 98/79/EG). 
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Notificatie van in-vitro diagnostische medische hulpmiddelen impliceert dat de 
fabrikant, Anbio (Xiamen) 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 essentiële eisen zoals opgenomen in bijlage I bij 
Richtlijn 98/79/EG (en in het daarmee corresponderende onderdeel 1 bij het 
besluit) 

Volledigheidshalve 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 vigilantiesysteem. 

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 (IGJ), 
belast 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 Zorg en Sport, 
namens deze, 

Afdelingshoofd 
Farmatec 

Dr. M.J. van de Velde 
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National Institutes for Food and Drug Control

Test report

Report NO.：RZ202009287

Name of the test product：Rapid COVID-19 Antigen Test （Colloidal Gold）

Manufacture：Anbio (Xiamen) Biotechnology Co., Ltd.

Testing popuse:Registration inspection (IVD/first registration/Quality standard review)

Criteria for examination：Technical Requirements



National Institutes for Food and Drug Control

Testing Report

Report Number：RZ202009287
Product Name Rapid COVID-19

Antigen Test
（Colloidal Gold）

Inspection item No RZ2804202014368

Manufacture Anbio (Xiamen)
Biotechnology Co., Ltd.

Lot Number 2020036133

Sample supplier Fujian Medical Product
adminstration

Specification /

Testing popuse Registration inspection
(IVD/first
registration/Quality
standard review)

Dosage form/Model /

Testing Item All Package specification 20tests/kit
Datereceived December 15,2021 Valid until/Limitation

date
March 24,2022

Product quantity 6 kits Number of signings /
Criteria for examination Technical Requirements
Testing Item Standard and Result
2.1
Physico-chemical properties
2.1.1 Appearance The appearance is complete without damage, and

the components are complete; the label content is
complete, correct and clear; the Sample Diluent
is colorless and transparent liquid

Pass

2.1.2 Width The width of Membrane strip shall not less than
2.5mm

3.1mm

2.1.3 Liquid velocity The liguid velocity shall not less than 10mm/min 34mm/min
2.2 Coincidence rate of
positive reference

Testing with national positive reference,should
all be positive.

P1~P8 Positive
Positive coincidence
rate is 8/8.

2.3 Coincidence rate of
negative reference

Testing with national positive reference,should
all be negative.

N1~N20 Negative
Negative coincidence
rate is 20/20

2.4 Repeatability Testing national repeatability reference,the result
of 10 times of R1 and R2 should be positive ,
and the color should be uniform and no
difference.

Compliance

R1 The result of 10
times is positive,and



the color should be
uniform and no
difference.

R2 and the color should
be uniform and no
difference.

2.5 limits of detection National Limits of detection reference ,S1~S4
should be all positive,S5、S6 no requirement.

S1~S4 positive，
S5、S6 is negative

Ramarks:Applicant：Anbio (Xiamen) Biotechnology Co., Ltd..
1 The reference is national reference for SARS-CoV-2 Antigen test. Batch number is
370095-202001,supplied by National Institutes for Food and Drug Control.
2 The negative reference is stock solution, the other reference is diluted by the extract solution within
the Rapid COVID-19 Antigen Test，the volume is70μl.
Conclusion According to the technical requirement，the result is compliance with the

requirement.

Signature of authorizer Date of issue Dec 31,2020



                                                                               Anbio (Xiamen) Biotechnology Co.,Ltd                                                                                               

ANBIO (XIAMEN) BIOTECHNOLOGY CO.,LTD. 
Add: No.2016, Wengjiao West Road, Xinyang Street, Haicang District,Xiamen, Fujian , China. 
Tel : 86-592-6312399   Email : info@anbio.com   www.anbio.com 

 
 
 
 
 
 
 
 
 

IEC 62366 
Medical devices 

Application of usability engineering to 
medical devices 

 

  

Report Reference No. ... : 62366-A6061203-1 

Date of issue ................... : February,16,2021 

Product Name ..................  Rapid COVID-19 Antigen Test(Colloidal Gold) 

Version V 2.0 

Manufacturer Anbio (Xiamen) Biotechnology Co.,Ltd. 

  

mailto:info@anbio.com
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TRF No.: EN 62366-1:2015 

EN 62366-1:2015 Usability Engineering Checklist 

Clause Requirement + Test Result - Remark Verdict 

4 GENERAL REQUIREMENTS  

4.1 General Requirements  

4.1.1 Usability Engineering Process  

 Has the manufacturer established, documented and 
maintained a usability engineering process to provide 
Safety for the patient, user and others related to usability 
for the product? 

Instruction For Use 

QA/QC Process Control File 
Compliance  

 Does the Process addressed user interactions with the 
medical device according to the accompanying document 
including, but not limited to transport, storage, installation, 
operation, maintenance, repair and disposal? 

Instruction For Use Compliance  

4.1.2 Risk control as it relates to user interface design 

 Shall the manufacturer use options (e.g. inherent safety by 
design, protective measures in the medical device itself or 
in the manufacturing process, information for safety) to 
reduce use-related risk? 

Risk Management Report Compliance  

4.1.3  Information for Safety as it relates to usability  

 The information for safety is used as a risk control 
measure, Manufacturer subject the information to the 
usability engineering process to determine that the 
information (e.g., is perceivable by, is understandable to, 
supports correct use of the medical device by etc.) in the 
UE file and Accompanying documents. 

Risk Management Report 

Instruction For Use 
Compliance  

 Conscious disregard of such information for safety by the 
user is considered to be an intentional act or intentional 
omission of an act that is counter to or violates normal use 
and is also beyond any further reasonable means of user 
interface-related risk control by the manufacturer (i.e. 
abnormal use ). 

Risk Management Report Compliance  

4.2 Usability Engineering File 

 The results of the usability engineering process are 
recorded in the usability engineering file 

List of Content of CE Technical 
Files 

QA/QC Process Control File 
Compliance  

 The records and other documents that make up the 
usability engineering file form part of other documents and 
files (e.g., a manufacturer’s product design file or risk 
management file),  

List of Content of CE Technical 
Files 

QA/QC Process Control File 
Compliance  

4.3 Tailoring of the usability engineering effort 
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TRF No.: EN 62366-1:2015 

 The level of effort and the choice of methods and 
tools used to perform the usability engineering 
process may vary based on: 
a) the size and complexity of the user interface ; 
b) the severity of the HARM associated with the use 
of the medical device ; 
c) the extent or complexity of the use specification ; 
d) the presence of user interface of unknown 
provenance ; 
e) the extent of the modification to an existing medical 
device user interface that had been subjected to the 
usability engineering process . 

Risk Management Report Compliance  

5 USABILTY ENGINEERING PROCESS 

5.1 Prepare use specification 

 The manufacturer shall prepare a use specification, 
include: 

Instruction For Use Compliance  

 – intended medical indication (e.g., conditions(s) or 
disease(s) to be screened, monitored, treated, diagnosed, 
or prevented); 

 – intended patient population (e.g., age, weight, health, 
condition); 

 – intended part of the body or type of tissue applied to or 
interacted with; 

 – intended user profile 

 – intended conditions of use (e.g.. environment including 
hygienic requirements, frequency of use, location, 
mobility); and 

 – operating principle(s) 

5.2 Identify user interface characteristics related to safety and potential use errors 

 The manufacturer shall identify user interface 
characteristics that could be related to safety as part of a 
risk analysis performed. This identification shall include 
consideration of the primary operating functions that are 
provided in applicable particular medical device safety 
standards. List of Content of CE Technical 

Files 
Risk Management Report 

Compliance   Based on the identified user interface characteristics and 
use specification, the manufacturer shall identify the use 
errors that could occur and are related to the user 
interface. 

 The results of this identification of characteristics related to 
safety shall be stored in the usability engineering file. 

5.3 Identify known or foreseeable hazards and hazardous situations 

 The manufacturer shall identify known or foreseeable 
hazards and hazardous situations, which could affect 
patients, users or others, related to use of the medical 
device. This identification shall be conducted as part of a 
risk analysis performed according to ISO 14971:2007, 4.3 
and the first paragraph of ISO 14971:2007, 4.4. 

Risk Management Report 

Instruction For Use 
Compliance  
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TRF No.: EN 62366-1:2015 

 During the identification of hazards and hazardous 
situations , the following shall be considered: 
– use specification , including user profile 
– information on hazards and hazardous situations known 
for existing user interfaces of medical devices of a similar 
type, if available; and 
– identified user errors 

 Results of this identification characteristics related to 
safety recorded in the usability engineering file 

5.4 Identify and describe hazard – related use scenarios 

 The manufacturer shall identify and describe the 
reasonably foreseeable hazard – related use scenarios 
associated with the identified hazards and hazardous 
situations. The description of each identified hazard – 
related use scenarios shall include all tasks and their 
sequences as well as the severity of the associated HARM 

Risk Management Report 

Instruction For Use 
Compliance 

5.5 Select the hazard – related use scenarios for summative evaluation 

 The manufacturer shall select the hazard – related use 
scenarios to be included in the summative evaluation. 

Instruction For Use 
List of Content of CE Technical 
Files 
 

Compliance  

 The manufacturer shall select either: 
– all hazard – related use scenarios; or 
– the subset of the hazard – related use scenarios based 
on the severity of the potential HARM that could be caused 
by use error (e.g. for which medical intervention would be 
needed). 

 The choice of the scheme used to select the hazard – 
related use scenarios may additionally depend on other 
circumstances specific to the medical device and the 
manufacturer. 

 A summary of any selection scheme, the rationale for its 
use and the results of applying it shall be stored in the 
usability engineering file. 

5.6 Establish user interface specification 

 The manufacturer shall establish and maintain a user 
interface specification. 

Instruction For Use 
List of Content of CE Technical 
Files 
Risk Management Report 

Compliance  

 The user interface specification shall consider: 
– the user specification 
– the known or foreseeable use errors associated with the 
medical device; and 
– the hazard – related use scenarios 

 
 

The user interface specification shall include: 
– testable technical requirements relevant to the user 
interface, including the requirements for those parts of the 
user interface associated with the selected risk control 
measures; 
– an indication as to whether accompanying 
documentation is required; and 
– an indication as to whether medical device -specific 
training is required. 

 The user interface specification shall be stored in the 
usability engineering file. The user interface specification 
may be integrated into other specifications. 

5.7 Establish user interface evaluation plan 

5.7.1 General 

 The manufacturer shall establish and maintain a user 
interface evaluation plan for the user interface 
specification. 

Instruction For Use Compliance  
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TRF No.: EN 62366-1:2015 

 The user interface evaluation plan shall 
a) document the objective and identify the method of any 
planned formative evaluations and summative evaluations; 

List of Content of CE Technical 
Files 
Risk Management Report 
Test Reports  b) if usability tests are employed, 

– document the involvement of the representative intended 
users and user profiles to which they belong. 
Multiple user profiles may be combined into a user group 
for the purposes of a usability test; 
– document the test environment and other conditions of 
use, based on the use specification; 
– specify whether accompanying documentation is 
provided during the test; 
– specify whether medical device -specific training is 
provided prior to the test and the minimum elapsed time 
between the training and the beginning of the test. 

 user interface evaluation methods may be quantitative or 
qualitative. user interface evaluation may be performed 
in a variety of locations, such as, in a laboratory setting, in 
a simulated use environment or in the actual use 
environment. 

 The user interface evaluation plan may be integrated 
into other plans. 

 The user interface evaluation plan shall be stored in the 
usability engineering file. 

5.7.2 Formative evaluation planning 

 The user interface evaluation plan for formative evaluation 
shall address: 
a) the evaluation methods being used; 
b) which part of the user interface is being evaluated; and 
c) when in the usability engineering process to perform 
each of the user interface evaluations. 

List of Content of CE Technical 
Files 
Test Reports 
Clinic Evaluation Report 

Compliance  

5.7.3 Summative evaluation planning 

 For each selected hazard-related use scenario, the user 
interface evaluation plan for Summative evaluation shall 
specify: 
a) the evaluation method being used and a rationale that 
the method produces objective evidence. 

List of Content of CE Technical 
Files 
Test Reports 
Clinic Evaluation Report 

Compliance  

 b) which part of the user interface is being evaluated; 

 c) where applicable, the criteria for determining whether 
the information for safety is 
perceivable, understandable and supports correct use of 
the medical device. 

 d) the availability of the accompanying documentation and 
provision of training during the Summative evaluation; and 

 e) for a usability test, 
– the test environment and conditions of use and a 
rationale for how they are adequately representative of the 
actual conditions of use; and 
– the method of collecting data during the usability test for 
the subsequent analysis of observed use errors . 

 The Summative evaluation may be performed in a single 
evaluation or multiple evaluations. 

5.8 Perform user interface design, implementation and formative evaluation 

 The manufacturer shall design and implement the user 
interface, including the accompanying documentation if 
needed, and training capability, if needed, as described in 
the user interface specification 

Products do not have this 
requirement 

Non-
compliance  
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 The manufacturer shall utilize, as appropriate, usability 
engineering methods and techniques, including formative 
evaluation to accomplish this design and implementation. 
The results of the utilized formative evaluation shall be 
stored in the usability engineering file Where new use 
errors, hazards, hazardous situations or hazard-related 
use scenarios are discovered during this step, the 
manufacturer shall repeat the steps of Clause 5 as 
appropriate. 

 If training on the specific medical device is required for the 
safe use of the medical device by the intended user, the 
manufacturer shall design and implement a training 
capability for the expected service life of the medical 
device by doing at least one of the following: 
– provide the materials necessary for training; 
– ensure that the materials necessary for training are 
available; 
– make the training available; or 
– make training available to the responsible organization 
that enables it to train its users 

 Compliance is checked by inspection of the usability 
engineering file, including for evidence of the formative 
evaluation, if performed, and the existence of the training 
strategy, if required. 

5.9 Perform summative evaluation of the usability of the user interface 

 Upon completion of the design and implementation of the 
user interface, the manufacturer shall perform a 
summative evaluation of each hazard-related use scenario 
selected in 5.5 on the final or production equivalent user 
interface according to the user interface evaluation plan. 
For summative evaluation, the manufacturer may use data 
obtained from the summative evaluations of products with 
an equivalent user interface together with a technical 
rationale for how this data is applicable. The results shall 
be stored in the usability engineering file. 

Test Reports 
Clinic Evaluation Report 
Risk Management Report 
 

Compliance  

 The data from the summative evaluation shall be analysed 
to identify the potential consequences of all use errors that 
occurred. If the consequences can be linked to a 
hazardous situation, the root cause of each use error shall 
be determined. The root causes should be determined 
based on observations of user performance and subjective 
comments from the user related to that performance. 

 If new use errors , hazards, hazardous situations or 
hazard-related use scenarios are discovered during this 
data analysis: 
– if yes, then the manufacturer shall repeat the activities of 
Clause 5 as appropriate; 

 if not, the manufacturer shall determine whether further 
improvement of the user interface design as it relates to 
safety is necessary and practicable. 
1) if yes, then the manufacturer shall re-enter the usability 
engineering process at 5.6; 
2) if not, then the manufacturer shall: 
i) document why improvement is not practicable; 
ii) identify the data from the usability engineering process 
needed to determine the residual risk related to use; and 
iii) evaluate the residual risk according to ISO 14971:2007, 
6.4. 
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 If the usability engineering process detailed in this 
International Standard has been complied with, then the 
usability of a medical device as it relates to safety is 
presumed to be acceptable, unless there is objective 
evidence to the contrary. 

5.10 User interface of unknown provenance 

 Instead of all the requirements of 5.1 through 5.9, UOUP 
may be evaluated according to Annex C. 

Products do not have this 
requirement 

Non-
compliance  

 
  



Page 7 of 13                                Report No. 62366-A6061203-1 

 
TRF No.: EN 62366-1:2015 

1 Overview 
In general, the determination and application of usability targets in the design process of medical devices 

improves safety and usability. When the design reaches the usability goal, it is expected that the user should 

be able to complete its basic operations safely. It is required to apply a good design control process to achieve 

the usability goal of a good process in medical device design. 

 
2 Basic information of the product 
2.1 Product Name: ANBIO Corona Antigen Saliva Test 
2.2 Package and Specification: 

1 test/kit 

2.3 Main Components: 

Sample type Materials 

Saliva (only) 1. COVID-19 Antigen Test Card  
2. Saliva collection device (with 1ml extraction solution) 
3.  Saliva collection Funnel 
4.Instruction for Use  
5.Disposable dropper 

 
2.4 Storage Conditions And Shelf Life: 

1. Store the Product at 2-30℃, the shelf life is 24 months.  

2 Test Card should be used right after opening the pouch. 

2.5 Reference standard:BS EN 62366-1:2015 IEC 62366-1:2015 Medical devices-Application of usability 

engineering to medical devices(IEC 62366:2007) . 

2.6 The manufacturer 

Anbio (Xiamen) Biotechnology Co.,Ltd. 

Address: No.2016,Wengjiao West Road, Xinyang Street, Haicang District, Xiamen,Fujian,China. 

Tel:+86-0592-6312399. 

3 Inputs to the USABILITY SPECIFICATION 
3.1 Specification of The Intended Use/Intended Purpose 

3.1.1 Description 

The Rapid COVID-19 Antigen Test is a colloidal gold immunochromatography intended for the qualitative 

detection of nucleocapsid antigens from SARS-CoV-2 in human saliva from individuals who are suspected of 

COVID-19 by their healthcare provider 

This reagent is based on colloidal gold immunochromatography assay.  

During the test, specimen extracts are applied to the Test Cards. If there are SARS-CoV-2 antigen in the 

extract, the antigen will bind to the SARS-CoV-2 monoclonal antibody. During lateral flow, the complex will 

move along the nitrocellulose membrane toward the end of the absorbent paper. When passing the test line 

(line T, coated with another SARS-CoV-2 monoclonal antibody) the complex is captured by SARS-CoV-2 

antibody on test line shows a red line; when passing the line C, colloidal gold-labeled goat anti-rabbit IgG is 

captured by control line (line C, coated with rabbit IgG) shows a red line. 

3.1.2 Application Specification 
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3.1.2.1 Intended Use 

The Rapid COVID-19 Antigen Test is a colloidal gold immunochromatography intended for the qualitative 

detection of nucleocapsid antigens from SARS-CoV-2 in human saliva from individuals who are suspected of 

COVID-19 by their healthcare provider 

The novel coronaviruses belong to the β genus.COVID-19 is an acute respiratory infectious disease. People 

are generally susceptible. Currently, the patients infected by the novel coronavirus are the main source of 

infection; asymptomatic infected people can also be an infectious source. Based on the current epidemiological 

investigation, the incubation period is 1 to 14 days, mostly 3 to 7 days. The main manifestations include fever, 

fatigue and dry cough. Nasal congestion, runny nose, sore throat, myalgia and diarrhea are found in a few 

cases. 

Results are for the identification of SARS-CoV-2  nucleocapsid antigen. The antigen is generally detectable in 

upper respiratory samples or lower respiratory samples during the acute phase of infection. The positive results 

indicate the presence of viral antigens, but clinical correlation with patient history and other diagnostic 

information is necessary to determine infection status. The positive results do not rule out bacterial infection 

or co-infection with other viruses. The antigen detected may not be the definite cause of disease. The negative 

results do not rule out SARS-CoV-2 infection and should not be used as the sole basis for treatment or patient 

management decisions, including infection control decisions. The negative results should be considered in the 

context of a patient’s recent exposures, history and the presence of clinical signs and symptoms consistent 

with SARS-CoV-2 and confirmed with a molecular assay, if necessary for patient management.   

3.1.2.2 Patient Population 

a.Age: Over 3 years old. 

b.Weight: Suitable for various weights. 

c.Nationality: Multiple. 

d.Patient state: Emergency and semi-emergency treatment or surgical case screening are required for high-

risk COVID-19; Where necessary, screening for low-risk death cases; Screen symptomatic persons in 

confirmed cluster/outbreak management; Screen close contacts in confirmed cluster/outbreak management; 

Screen patients with acute respiratory infections. 

3.1.2.3 Part Of Body Or Type Of Tissue Applied To Or Interacted With 

No direct contact with the patient- saliva. 

3.1.2.4 Intended Operator 

The trained medical or paramedical staff who have received professional medical knowledge,or Non health 

care person， we can fully understand and understand the content identification and description. 

3.1.2.5 Application 

a.Environment: Hospitals and professional medical institutions and laboratories; Closed or semi-closed groups 

include schools, nursing homes,cruise ships,prisons,workplaces and dormitories,or Non-laboratory sites. 

b.Single-used. 

c.Single patient use. 

3.1.2.6 Instructions 

a. Sample Collection Handling 
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b.Specimen Transport and Storage 

Samples should be tested as soon as possible after collection.Saliva specimen can be stored in Extraction 

Solution for up to 24 hours  at room temperature or 2° to 8°C. Do not freeze. 

c.Test Method 

1). The test should be operated at room temperature（15-30℃）.  

2). Add the specimens 

Saliva Specimen:Open the lid and absorb a tube of liquid with a disposable dropper. drip 3 drops of extraction 

solution into the sample well of the Test Card, and start the timer. 

 
3). Read the results at 15~20 minutes. 

 
3.2 Primary Operating Function 

3.2.1 Frequently Used Functions 

a.Tear open the aluminum foil bag. 

b.Sample collection and storage. 

c.Keep the kit and sample balance at room temperature. 

d.Add the samples to the sample well. 

e.Read the test results between 15 and 20 minutes. 

f.Instrument cleaning and environmental disinfection. 

g.Treat as medical waste. 

3.2.2 Functions To Safety 
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a.Tear open the aluminum foil bag. 

b.Sample collection and storage. 

c.Keep the kit and sample balance at room temperature. 

d.Add the samples to the sample well. 

e.Read the test results between 15 and 20 minutes. 

f.Instrument cleaning and environmental disinfection. 

g.Treat as medical waste. 

3.3 Risk Analysis 

3.3.1 Intended Use/Intended Purpose 

See the 3.1.2.1. 

3.3.2 User Profile 

See the 3.1.2.4. 

3.3.3 Things That Could Go Wrong 

Sources: Literature,Device Alerts,Sales,Healthcare Staff,Risk Analysis etc. 

a.Use Errors: 

-The production of test strip does not meet quality requirements. 

-The sample collection process does not meet the requirements. 

-Use samples of the wrong type for testing. 

-The transportation and storage of the kit and sample do not meet the requirements. 

-The operation does not conform to the standard operation. 

-The aluminum foil bag is not sealed. 

b.Environment:The product is exposed to high humidity and high temperature conditions for a long time. 

c.Hygiene: 

-Cross-contamination of products to patients. 

-Illegal reuse. 

3.3.4 Task requirements 

a.Clearly recognisable labels and IFU. 

b.The aluminum foil bag is sealed and it is easy to tear. 

c.The appearance of the test card is complete,clean and free of burrs. 

d.The liquid reagent is clarified and the filling quantity meets the requirements. 

3.3.5 The Context Of Use 

See the 3.1.2.5. 

3.3.6 Information On Hazards Known For Existing Device 

See the 3.3.3. 

3.3.7 Resulting Hazardous Situations And Harms 

-The production of test strip does not meet quality requirements-the test card cannot be used normally and the 

result is wrong.  

-The sample collection process does not meet the requirements-wrong results and judgments. 

-Use samples of the wrong type for testing-wrong results and judgments. 



Page 11 of 13                                Report No. 62366-A6061203-1 

 
TRF No.: EN 62366-1:2015 

-The transportation and storage of the kit and sample do not meet the requirements-the test card cannot be 

used normally and the result is wrong. 

-The operation does not conform to the standard operation-wrong results and judgments. 

-The aluminum foil bag is not sealed-the test card cannot be used normally and the result is wrong. 

4 Usability specification analysis 

4.1 Clearly recognizable labels and IFU 

Use Scenarios Potential error Consider when designing 

Open the kit to use 

the components and 

accessories. 

1.The description used in the IFU is 

not clear. 

2.The printing content of label is not 

clear. 

3.The location of the sample hole 

cannot be found, and the detection 

line is not clearly marked. 

1.The text description should be as concise 

as possible to make it clear and easy to 

understand. 

2.Choose an appropriate method to print 

the label to make the label print content 

clear and not easy to wear. 

3.The layout of sample holes, test lines and 

quality control lines is reasonable and 

clearly marked. 

4.2 The aluminum foil bag is sealed and it is easy to tear 

Use Scenarios Potential error Consider when designing 

Open  the aluminum 

foil bag 

1.The wrong opening method delays 

the test time.  

1.The tear opening of the bag should be 

easy to identify and easy to use.  

4.3 The appearance of the test card is complete, clean and free of burrs 

Use Scenarios Potential error Consider when designing 

Open the kit to use  1.The unsealed detection cassette  

causes the side leakage of the 

sample liquid to contaminate the user 

and the environment which also leads 

to the test failure.   

2.The cassette is too tight so that the 

liquid cannot be chromatographically 

moved to achieve the purpose of 

detection.  

3.The sample hole is too shallow, 

causing the side leakage of the 

sample liquid to contaminate the 

operator and the environment which 

also leads to the test failure. 

1.During the production process, the 

pressing force is moderate, not too tight or 

too loose. 

2.The inner side of the opening of the 

sample hole is designed with lines to 

increase the surface tension of the liquid so 

that the liquid is not easy to leak.  

4.4 Simulate usage scenarios 

4.4.1The worst case of the usage scenario is a person who has not received training but can operate 

independently. 
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a. Sample Collection Handling 

 
b.Test Method 

1). The test should be operated at room temperature（15-30℃）.  

2). Add the specimens 

Saliva Specimen:Open the lid and absorb a tube of liquid with a disposable dropper. drip 3 drops of extraction 

solution into the sample well of the Test Card, and start the timer. 

 
3). Read the results at 15~20 minutes. 

 
 

Result:Non-trained personnel can perform simulation operations according to the instructions, and can 

complete the operations accurately and without error. 

4.4.2 Non health care person and Non-laboratory sites Usability Study Report- Saliva 

a.Criteria for Participant 

(1) Gender:Male or female. 

(2) Age rang: 

Age rang 3-12 years 13-24 years 25-64 years >64 years 

Proportion At least 20% 10-15% 30-35% At least 35% 

(3) Education level: 

Education High school degree College degree Graduate degree Higher than 
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level graduate degree 

Proportion 30%-35% 40%-45% At least 15% At least 5% 

Age range: 3-12 years, Record parents or legal guardians' education level. 

(4) Test type 

Test type one participants test 

another person 

Self test parents or legal guardians test 

their children 

Proportion At least 50% At least 30 cases At least 30 cases 

 

(5) Exclusion 

Participants with prior medical or laboratory training should be excluded. Participants who have prior 

experience with self-collection or self-testing (including glucose testing) should also be excluded. 

b. Summary of saliva specimen 

1)150 samples were tested in this clinical trial. 

2)All cases with subjects test results consistent with PCR results in this clinical trial, included 53 cases postive, 

97 negative. 

3) The sensitivity, specificity and total coincidence rate of product testing and the PCR test results are 

100%,100% and 100% respectively. 

c. Summary of test type 

Among them, there were 80 cases with one participant testing another person, 30 cases with parents or legal 

guardians testing their children, 40 cases where the user tested himself. All test results using the Anbio Saliva 

test were consistent with PCR results in this clinical trial. 

d. Questionnaire survey analysis 

Through the questionnaire survey of the subjects, it is shown that the subjects can successfully complete 

sample collection, testing, and result evaluation according to the instructions. 

5 Usability engineering analysis conclusions 

5.1 Whether The Basic Functions And Safety Meet The Requirements 

5.1.1 Open the kit: The packaging and labels have met the requirements. 

5.1.2 The design of product: The product is easy to operate and the results are acceptable. 

5.1.3 The design of product appearance: The product is easy to operate and The appearance design of the 

product meets user requirements. 

5.1.4 Treatment after use of the device: The product is a single-use product and must not be reused. It has 

been clearly marked on the IFU and labels. 

5.1.5 Hygiene: The product is a single-use product and must not be reused. There is no cross-contamination 

will occur and the packaging should not be used if it is damaged or expired. 

5.2 Conclusion 

Through the above analysis, the product has provided comprehensive protective measures in design, 

packaging labels and IFU to prevent unnecessary harm caused by incorrect use. 
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1. Objective 

Anbio (Xiamen) Biotechnology Co.,Ltd. intends to introduce Rapid COVID-19 Antigen Test(Colloidal 

Gold) into the market. The objective of this study was designed to evaluate the user performance of 

COVID-19 Antigen Colloidal Gold Test . 

The test results of samples from clinical cases were compared with PCR results of cases to verify 

the clinical performance of the test reagent. 

2. Background information for clinical evaluation 

The novel coronaviruses belong to the β genus.COVID-19 is an acute respiratory infectious disease. 

People are generally susceptible. Currently, the patients infected by the novel coronavirus are the 

main source of infection; asymptomatic infected people can also be an infectious source. Based on 

the current epidemiological investigation, the incubation period is 1 to 14 days, mostly 3 to 7 days. 

The main manifestations include fever, fatigue and dry cough. Nasal congestion, runny nose, sore 

throat, myalgia and diarrhea are found in a few cases. 

Results are for the identification of SARS-CoV-2  nucleocapsid antigen. The antigen is generally 

detectable in upper respiratory samples or lower respiratory samples during the acute phase of 

infection. The positive results indicate the presence of viral antigens, but clinical correlation with 

patient history and other diagnostic information is necessary to determine infection status. The 

positive results do not rule out bacterial infection or co-infection with other viruses. The antigen 

detected may not be the definite cause of disease. The negative results do not rule out SARS-CoV-

2 infection and should not be used as the sole basis for treatment or patient management decisions, 

including infection control decisions. The negative results should be considered in the context of a 

patient’s recent exposures, history and the presence of clinical signs and symptoms consistent with 

SARS-CoV-2 and confirmed with a molecular assay, if necessary for patient management.  

3. Materials and Equipment 

(1) Rapid COVID-19 Antigen Test(Colloidal Gold) 

   Lot:2020066131  

   Manufacturer:Anbio (Xiamen) Biotechnology Co.,Ltd. 

(2) Real-Time Fluorescent RT-PCR Kit for Detecting SARS-2019-nCoV 

   Lot:S1572054 

   Manufacturer: BGI Genormics Co,Ltd. 

(3) Real time fluorescence quantitative PCR 

   Type:ABI 7500 

   Manufacturer:Applied Biosystems 

(4)Clinical specimens 

4. Evaluation Sites 

(1) POC in Guangzhou,China 

(2) POC in Xiamen,China 

(3) POC in Beijing,China 

The above POC are the designated laboratory for COVID-19 testing, and each POC is operated by 
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3-5 professionals. 

5. Number of clinical specimens 

Tab1 Number of clinical specimens 

Group PCR result 

(Nasopharyngeal swab) 

Sample type Number Collection Day 

1 Positive Saliva At least 100 cases 2020/8/1 to 2020/11/30 

2 Negative Saliva At least 100 cases 2020/8/1 to 2020/11/30 

6. Criteria for Participant 

(1) Gender:Male or female. 

(2) Age:no restriction,the neonatal excluded. 

(3) Days from Symptom Onset 

Days from Symptom Onset 0-3 days 4-7 days ＞7 days 

Percentage 40% 40% 20% 

(4) Test within 48 hours after sample collection. 

7. Clinical specimens storage 

(1) Applicable clinical specimens type: Saliva specimen 

(2) Storage: Samples should be tested as soon as possible after collection. Processed samples (add 

Extraction Solution) are stable for up to 24-hours at room temperature or 2° to 8°C and cannot be 

frozen. 

(3) The specimens must be balanced to room temperature before testing.  

8. Operation 

(1) Specimens collection and information record 

The main researchers of the clinical institutions designate special personnel to select the eligible 

cases according to the enrollment criteria, and collect the clinical information of the enrolled 

specimens, including: age, gender, clinical symptoms, clinical classification(mild or moderate), 

sample collection time and other information. The specimens are numbered according to the 

sequence before and after grouping, i.e. Specimens number. 

(2) Specimens blinding 

The main researchers of the clinical institution designated the person to randomly number the 

specimens in the group with the random number generating tool, record the random number of the 

specimens and the corresponding specimens number, and the person arranged the specimens 

according to the sequence of the random number, and handed them to the test operator for testing 

according to this sequence, noting that the person and the test operator cannot be the same person. 

(3) Testing 

The test operator shall test the specimens and operate according to the instructions. PCR test is 

used for in vitro qualitative detection of novel coronavirus (2019-nCoV) ORF1ab, N gene and E gene 

in nasopharyngeal swab, oropharyngeal swab,sputum, and alveolar lavage fluid samples. 

(4) Unblinding 

At the end of the test, according to the corresponding relationship between random number and 
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specimens number, record the test results. 

(5) Result determination 

The test results should be statistically analyzed with clinical diagnosis to evaluate the clinical 

application performance of the product. 

9. Control method 

(1) Before the start of clinical research, the enterprise shall train the researchers to make them 

familiar with and master the operation method and technical performance of the product, so as to 

minimize the test error. 

(2) Researchers should strictly follow the product's operation specifications and related requirements 

for testing to ensure that the testing error can be minimized. 

(3) The supervisors shall check the relevant activities and documents of the clinical trial, whether the 

trial is conducted in accordance with the test scheme, standard operating procedures and relevant 

regulations, and whether the test data is recorded in a timely, clear, accurate and complete manner. 

10. Data management 

(1) Traceability of data, filling and transfer of case report form 

Ensure the traceability of clinical trial data. According to the original observation records of the 

subjects, the researchers recorded the data in the case report form in a timely, complete, accurate 

and clear manner. The supervisor shall monitor whether the trial is carried out in accordance with 

the plan, confirm that the case report form is filled in correctly and completely, and is consistent with 

the original data. In case of any mistake or omission, the researcher shall be required to correct it in 

time. The original record shall be kept clear and visible during modification, and the correction shall 

be signed and dated by the researcher. 

(2) Data entry and modification 

In order to ensure the accuracy of data, two data entry personnel are responsible for independent 

entry and proofreading. During the data analysis, for the questions in the case report form, the 

researcher should answer and return them as soon as possible, and the statistician should modify, 

confirm and input them according to the researcher's answers. 

(3) Lock of database 

At the end of the test, after data entry, the researcher and the sponsor check the data, and lock the 

data after confirming that the data is correct, and then lock the data for statistical analysis. 

11. Results and Statistical Analysis 

11.1 Results for Saliva specimen 

(1) Results analysis table 

Tab2 Analysis table of clinical specimens results  

 PCR result 

Positive Negative Total 

Rapid COVID-19 Positive 217(a) 0(b) 217(a+b) 
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Antigen Test(Colloidal 

Gold) result 

Negative 4(c) 123(d) 127(c+d) 

Total 221(a+c) 123(b+d) 344(a+b+c+d) 

(2) Coincidence rate and 95% confidence interval 

Tab3 Coincidence rate and 95% confidence interval 

 Coincidence rate 95% confidence interval 

Clinical sensitivity 98.19% 95.43%~99.50% 

Clinical specificity 100% 97.05%~100% 

Total coincidence rate 98.84% 97.05%~99.68% 

(3) Statistical Analysis 

Kappa value(K) calculation 

K=0.9749>0.75 indicates that the high consistency of two methods and equiwalence of two such 

systems. 

11.2 Separate analysis 

Tab4 Analysis table of different days from symptom onset 

 0-3 days 4-7 days >7 days 

PCR result 89 88 44 

Product result 87 86 44 

PPA 97.75% 97.73% 100% 

11.3 Analysis on samples with inconsistent results 

No. 
Sampling 

day 
Age 

Sex 

(F/M) 

Days from 

Symptom 

Onset 

Collection 

Day 
Test Day 

 

Saliva 

result 

PCR result 

Chanel A 

(RdRP) 

Chanel B 

(N gene) 

Chanel C 

(E gene) 
result 

3 2020/8/1 67 F 2  2020/8/1 2020/8/1 - 42 37 39 + 

20 2020/8/11 83 M 5  2020/8/11 2020/8/11 - 37 35 36 + 

42 2020/9/1 51 F 4  2020/9/1 2020/9/1 - 36 / 38 + 

89 2020/10/9 37 M 2  2020/10/9 2020/10/9 - 37 36 / + 

12. Conclusion 

(1) 344 samples were tested in this clinical trial. Among them, there were 340 cases with product 

test results consistent with PCR result in this clinical trial,included 217 cases were positive, 123 

cases were negative. 

(2) There were 4 cases of product test results inconsistent with PCR result in this clinical trial. 

(3) The sensitivity, specificity and total coincidence rate of product testing and PCR result are 

98.19%,100% and 98.84% respectively. The sensitivity is more than 90%, The specificity is more 

than 95%.  

(4) K=0.9749>0.75 indicates that the high consistency of two methods and equiwalence of two such 

systems. 
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