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1 Introduction

1.1 Overview

This document provides a usability engineering evaluation report for COVID-19 Antigen Rapid
Test.

1.2 Intended Use/Purpose

1.2.1Medical Purpose:
The COVID-19 Antigen Rapid Test (Nasopharyngeal Swab) is a rapid chromatographic

immunoassay for the qualitative detection of SARS-CoV-2 antigens in nasopharyngeal swab

specimens from individuals with suspected SARS-CoV-2 infection in conjunction with clinical

presentation and the results of other laboratory tests.

Results are for the detection of SARS-CoV-2 Antigens. An antigen is generally detectable in

upper respiratory specimens 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.

Negative results do not preclude SARS-CoV-2 infection and should not be used as the sole

basis for treatment or patient management decisions. Negative results should be treated as

presumptive and confirmed with a molecular assay, if necessary for patient management.

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 COVID-19.

The COVID-19 Antigen Rapid Test is intended for use by trained clinical laboratory personnel.

1.2.20perator profile:
The intended users are trained clinical laboratory personnel.

1.3 Scope
This usability evaluation report addresses the usability engineering process and usability of

COVID-19 Antigen Rapid Test.

1.4 Frequently used functions

1.4.1Components of Kit:

Materials Provided

1261257
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Test Cassettes 30 30 30

Sterile Swabs 30 30 30

Work Station 1 1 1

Package Insert 1 1 1

Extraction Buffer in pre-filled integrated 30 /

(NaCl 5g/L, Tris 3g/L, buffer tube

Proclin300, 0.02%, BSA in disposable buffer vial / / 30

50.
a

2g.
in 10mL buffer bottle

J J

Extraction Tubes and Tips / 30 30

Materials Required But Not Provided

Timer » Specimen Transport Tubes

1.4.2Frequently used functions that involve USER interaction

User interaction
Applicable

No. Items Function : regulation or
involved

standards

; The cassette design

Test
rapid

includes sample
1 chromatographic y IVDD 98/79/EC

cassettes : well, C line region
immunoassay ; !

and T line region
IVDD 98/79/EC

Prevent rapid test
;

2 Foil pouch
from contamination Pouch label or ink

EN 130 15118-22011

P and effect by jetting EN ISO 18113-2:2011

environment EN ISO 15223-

1:2016

MDD 93/42/EEC

Stal
EN ISO 18113-1:2011

erile : .

3 Swale Specimen collection Label EN ISO 18113-2:2011

EN ISO 15223-1:2016

Fix the extraction

Work tube to prevent it
4

Station from moving or
NA NA

tilting

Integrated VDD 98/79/EC

Eo EN ISO 18113-1:2011
wi

extraction
Extract SARS-CoV-

Tube label if EN ISO 18113-2:2011

5 ee 2 antigen and ai, A
EN ISO 15223-1:2016

bist sample applying
in BI VDD 98/79/EC

bottle + EN ISO 18113-1:2011

Exirantion EN ISO 18113-2:2011
Tubes and



Tips EN ISO 15223-1:2016

Tages IVDD 98/79/EC

+ EN ISO 18113-1:2011

en EN ISO 18113-2:2011
u

Tos EN ISO 15223-1:2016

IVDD 98/79/EC

)

EN ISO 18113-1:2011
PI Guidance for user Pl

EN ISO 18113-2:2011

EN ISO 15223-1:2016

;
IVDD 98/79/EC

Kit box
Container of all

ant Box components and Kit box and box EN ISO 18113-1:2011

Zhe) informantion for label EN ISO 18113-2:2011

indentification
EN ISO 15223-1:2016

1261257



2 Usability engineering process

2.1 Inputs to the usability specification

2.1.1 Specification of the intended use

2.1.1.1 Medical purpose

The COVID-19 Antigen Rapid Test Cassette (Nasopharyngeal Swab) is a rapid
chromatographic immunoassay for the qualitative detection of SARS-CoV-2 antigens in

nasopharyngeal swab specimens from individuals who are suspected of COVID-19 by their

healthcare providers.

21.1.2 Patient population

Age: newborn to geriatric
Weight: >2,5 kg
Health: not relevant

Nationality: multiple
PATIENT state: PATIENT is not USER: not relevant, unless PATIENT is agitated

21.1.3 Part of the body or type of tissue applied to or interacted

with

human nasopharynx: intact the surface of the posterior nasopharynx of patient.

21.1.4 Intended User

Trained laboratory professionals, can read and understand english Package Insert. Not

restriction on patient's age group, weight range or health condition.

21.1.5 Application
Used in Clinical laboratory
Use temperature range: room temperature (15 °C to 30 °C). No limitation on humidity.
Storage temperature range: 2 °C to 30 °C.

2.1.2 Primary operating functions

21.21 Frequently used functions

Item Task Sub-task

9 Prepare rapid test kit e Check the packaging®
eo Check the content

e Check the environment

eo make sure every component not

excess expired date.

2 Read package insert and label e Read the package insert before test

3 Specimen (3.1 Swab specimen collection e Open the package of sterile swab.

collection, ® Insert a sterile swab into the nostril of

transport, the patient, reaching the surface of the
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storage and

preparation
posterior nasopharynx.
e Swab over the surface of the posterior
nasopharynx.
e Withdraw the sterile swab from the

nasal cavity.
3.2 Specimen transport and storage e Storage the swab in a dry, sterile. and

tightly sealed plastic tube for no more

than 8 hours at room temperature and

24 hours at 2-8 ‘C if swabs are not been

processed immediately.

eo If VTM is required, then the VTM

ishould not contain guanidinium (e.g.

Guanidine Hydrochloride and Guanidine

isothiocyanate) and minimal dilution of

the sample is recommended. as dilution

may result in decreased test sensitivity.

Whenever possible, 1 milliliter or less

should be considered to avoid excessive

dilution of the patient's specimen.

Nasopharyngeal swabs stored in VTM

are stable for 8 hours at room

temperature or 24 hours at 2-8°C.

3.3 Specimen extraction - Swab

specimen extraction with pre-filled
integrated buffer tube (Option 1)

e Unscrew the cap of the extraction tube

with extraction buffer inside.

e Place the swab specimen into the

extraction buffer and mix well.

e Remove the swab.

e Dispose of the used swab in biohazard

waste.

e Tighten the cap onto the sample
extraction tube.

e Use extracted sample solution as final

sample for testing as soon as possible.
3.4 Specimen extraction - Swab

specimen extraction with extraction

buffer and tube separately (Option
2&3)
(Extraction buffer in 10mL buffer

bottle or disposable buffer vial)

e Place the extraction tube in the

workstation.

eo Add approx. 350uL Extraction Buffer

into the extraction tube in 10mL bottle or

extraction buffer in disposable buffer

vial.

eo Do not use ther extraction buffer in

10mL bottle beyond 3 months after

opening the extraction buffer bottle.

e Place the swab specimen into the

extraction buffer and mix well.

® Remove the swab.

® Dispose of the used swab in biohazard

waste.

e Fit the tip onto the top of the extraction

tube.

e Use extracted sample solution as final

sample for testing as soon as possible.

3.5 Specimen extraction - Viral

Transport Media (VTM) specimen

e Balance the VTM containing the swab

specimen to room temperature (15-

1261257



extraction 30°C).
e Using a pipette to transfer 350uL VTM

specimen into the specimen extraction

tube with approx.350uL extraction buffer

inside. shake to mix it well for extraction.

e Use extracted sample solution as final

sample for testing as soon as possible.

4 Directions

for use

4.1 Run the test eo Allow the test, extracted sample
solution and/or controls to equilibrate to

room temperature {(15-30°C) prior to

testing.
® Remove the test cassette from the

sealed foil pouch and use it within one

hour.

e Shake the extracted sample solution to

mix it well.

e Invert the sample extraction tube and

add 3 drops of the Extracted Sample

Solution to the specimen well(S) of the

cassette.

e Start the timer.

® Wait for the colored line(s) to appear

and read the result at 15 minutes. Do not

5 Interpretation of results

® Suggestion for positive

interpret the result after 20 minutes.

e Interpret test line(s) according to PI.

® Suggestion for invalid result.

® Suggestion for negative result.

result.

6 Disposal eo Disposal of residual specimen.
e Discard the used test.

*Note: the tasks underlined is functions related to safety.

2.1.3 Identification of hazards and hazardous situations related to

usability

2.1.31

analysis table of usability

Identification of characteristics related to safety/task

Ite (Task Sub-task Hazard |Hazard-related use Harm

m scenario description
1  |Prepare rapid test kitls Check the packaging* . Scenario 1. Missing (Delayed

eo Check the content

eo Check the environment

® make sure every

component not excess

expired date.

Incorre

ct

result

®

Conta

minatio

n

Hazard

component. Delayed
examination result.

Scenario 2. Foil pouch is

contaminated or does not

sufficiently protect the

test. Delayed examination

result.

Scenario 3. The extraction

buffer is contaminated.

result)Limited
delay because

the test can be

quickly
performed
again
(For false

positive)
Excessive
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Scenario 4. The sterile

swab is contaminated

Scenario 5. Incorrect

storage and transportation
conditions. Delayed
examination result.

Scenario 6. Use test,
buffer and/or control after

expired date.

mental stress

to patient;
Medical

interventions

cause side

effects in the

body.
(False
Negative)
Treatment

delayed

(Contamination
Hazard)
Patient's nostril

get contact with

non-sterile

swab and get
infected

Read package insert|e Read the package insert |e Scenario 7. Operator (For false

and label before test Incorre |[doesn't read PI positive)
ct completely before use. Excessive

result [Scenario 8. Package's mental stress

° insert not reviewed for full to patient;

Insufficicompliance with IVD & EN Medical

ent ISO interventions

Trainin [Scenario 9. The device is cause side

g misused by people other effects in the

than trained clinical body.

laboratory professionals. | (False
Negative)
Treatment

delayed

Specimen [3.1 Swabje Open the package of ° Scenario 10. The operator|(For false

collection, |specime |sterile swab. Incorre [collect throat speicmen positive)
transport, |n e Insert a sterile swab into [ct instead of nasopharynx. Excessive

storage  [collectionjthe nostril of the patient, result [Incorrect sample type. mental stress

and reaching the surface of the Scenario 11. The operator|to patient;

preparatio posterior nasopharynx. is not well trained for Medical

n » Swab over the surface of nasopharynx speicmen [interventions

the posterior nasopharynx. collection and can not cause side

» Withdraw the sterile swab collect enough specimen (effects in the

from the nasal cavity. while collection. body.
Scenario 12. User (False
distraction leads to Negative&Invali

sample leakage. d Result)
laboratory personnel get [Treatment

infected. delayed
(Contamination

Hazard)
3.2 » Storage the swab ina dry.je Scenario 13. The (For false

Specime |sterile, and tightly sealed  |Incorre [specimen is stored positive)
n plastic tube for no more ct beyond the expected Excessive

transport than 8 hours at room result [storage condition and mental stress

and temperature and 24 hours deterioted. to patient;
storage |at 2-8 ‘C if swabs are not Scenaria 14. VTM Medical
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been processed

immediately.
o If VTM is required, then

the VTM should not contain

containing guanidinium is

used for specimen
storage and antigen in

swab gets deterioted.

interventions

cause side

effects in the

body.
guanidinium (e.g. Guanidine Scenaria 15. Specimen is | (False
Hydrochloride and diluted by VTM which Negative&lnvali
Guanidine isothiocyanate) cause false negative d Result)
and minimal dilution of the result. Treatment

sample is recommended, as Scenaria 16. The storage delayed
dilution may result in condition of Swabs in

decreased test sensitivity. VVTM is beyond the

Whenever possible, 1 expected storage
milliliter or less should be condition and deterioted.

considered to avoid

excessive dilution of the

patient's specimen.

Nasopharyngeal swabs

stored in VTM are stable for

8 hours at room

temperature or 24 hours at

12-8°C.
3.3 eo Unscrew the cap ofthe |e Scenario 17. The swab |(For false

Specime [extraction tube with Incorre [specimen and the positive)
n extraction buffer inside. ct extraction buffer are not [Excessive

extractio |e Place the swab specimen result well mixed and cause mental stress

n - Swab [into the extraction buffer false negative result. to patient;
specime [and mix well. (Option 1) Medical

n ® Remove the swab. Scenario 18. The swab is interventions

extractio |e Dispose of the used swab not disposed according to (cause side

n with [in biohazard waste. logal regulation and causeleffects in the

pre-filled |@ Tighten the cap onto the other person infected. body.

integrate [sample extraction tube. (Option 1) (False
d buffer |e Use extracted sample Scenario 19. The Negative&lnvali
tube solution as final sample for specimen after extraction |d Result)
(Option [testing as soon as possible. were improperly stored [Treatment

1 and deteriorated. (Option delayed

1)
3.4 ® Place the extraction tube |e Scenario 20. The non- (Delayed
Specime [in the workstation. Incorre [intergrated extraction tube result)Limited
n eo Add approx. 350uL ct falls and the delay because

extractio [Extraction Buffer into the [result |buffer/specimen pours. the test can be

n - Swab |extraction tube in 10mL ° (Option 2&3) quickly

specime |pottle or extraction buffer in [Conta [Scenario 21. The performed
n disposable buffer vial. minatio |extraction buffer added |again
extractio |# Do not use ther extraction |n into the extraction tube is |(For false

10
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n with [buffer in 10mL bottle Hazard [too much or not enough. |positive)
extractio [beyond 3 months after (Option 2&3) Excessive

n buffer |opening the extraction Scenario 22. The swab mental stress

and tube [buffer bottle. specimen and the to patient;
separatel|e Place the swab specimen extraction buffer are not Medical

y (Option|into the extraction buffer well mixed and cause interventions

28.3) and mix well. false negative result. cause side

(Extracti |# Remove the swab. (Option 283) effects in the

on buffer |e Dispose of the used swab Scenario 23. The swab is body.
in 10mL |in biohazard waste. not disposed according to (False
buffer |e Fit the tip onto the top of logal regulation and cause Negative)
bottle or [the extraction tube. other person infected. Treatment

disposab |e Use extracted sample (Option 2&3) delayed
le buffer [solution as final sample for Scenario 24. The (Contamination
vial) testing as soon as possible. specimen after extraction Hazard) Other

were improperly stored people get
and deteriorated. (Option (infected

2&3)
Scenario 25. The 10mL

buffer is used for test

beyond 3 months after

opening the extraction

buffer bottle.(Option 2)
3.5 e Balance the VTM ° Scenario 25. The VTM (Delayed
Specime [containing the swab Incorre [containing the swab result)Limited
n specimen to room ct specimen does not reach |delay because
extractio temperature (15-30°C). result [room temperature. the test can be

n - Viral |e Using a pipette to transfer Scenario 26. The VTM quickly

Transpor 350uL VTM specimen into specimen added into the |performed
t Media [the specimen extraction extraction tube is too again

(VTM) [tube with approx.350uL much or not enough. (For false

specime |extraction buffer inside, positive)
n shake to mix it well for Excessive

extractio |extraction. mental stress

n eo Use extracted sample to patient;
solution as final sample for Medical

testing as soon as possible. interventions

e Allow the test, extracted cause side

sample solution and/or effects in the

controls to equilibrate to body.
room temperature (15- (False
30°C) prior to testing. Negative)
® Remove the test cassette Treatment

from the sealed foil pouch delayed
Directions [4.1 Run [and use it within one hour. |e Scenario 27. The test or (Delayed
for use the test |e Shake the extracted Incorre |extracted specimen is not [result)Limited

sample solution to mix it ct equilibrate to room delay because

well. result temperature. the test can be

® [Invert the sample

extraction tube and add 3

drops of the Extracted

Sample Solution to the

specimen well(S) of the

cassette.

o Start the timer.

Scenario 28. The test

cassette is removed from

the pouch and left for too

long.
Scenario 29. The

extracted specimen
volume added is not

quickly

performed
again

(For false

positive)
Excessive

mental stress

1
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o Wait for the colored enough or too much. to patient;
line(s) to appear and read Scenario 30. Operating Medical

the result at 15 minutes. Do instructions is too complexjinterventions
not interpret the result after for the user to get the cause side

20 minutes. exact information from the effects in the

PI. body.
Scenario 31. User (False
distraction leads to Negative)
operation error. Treatment

delayed

Interpretation of ® [Interpret test line(s) ° Scenario 32. Userread (Delayed
results according to PI.

eo Suggestion for invalid

result.

e Suggestion for negative
result.

e Suggestion for positive
result.

Incorre

ct

result

the result beyond the

recommended time frame.

Scenario 33. The complex
instructions lead to

interpretation errors and

false results.

result)Limited
delay because

the test can be

quickly
performed
again
(For false

positive)
Excessive

mental stress

to patient;
Medical

interventions

cause side

effects in the

body.
(False

Negative)
Treatment

delayed

Disposal » Disposal of residual

specimen.
» Discard the used test.

®

Conta

minatio

n

hazard

Scenario 25. User does

not follow the disposal of

biohazard of the

institution.

Scenario 26. The test is

used twice

(Contamination
hazard)
Hospital
personnel
might come in

contact with

contaminated

test or

accessories.

Infection of

hospital

personnel

12

*Note: the tasks underlined is functions related to safety.
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2.2 Identification of known or foreseeable hazards and hazardous

situation

2.2.1 Characteristics of medical device that associated with

usability that could impact on safety
According to EN 62366:2008 Annex E

associated with

the MEDICAL

DEVICE?

Timer as additional

accessory is required
but not provided in kit.

Hazard

Qualitative Answer A=applicable| Hazards identified |Hazards
Annex.| product No.

C characteristics, N/A= non-

applicable

E.2.1 |Isthe The COVID-19 Antigen A Incorrect result H1

MEDICAL Rapid Test is Single use

DEVICE and not supplied or

supplied sterile | intended to be sterilized.

orintended to | The sample swab is supplied
be sterilized by| sterile. Contamination H2

the USER, or Hazard

are other

microbiological
controls

applicable?
E.2.2 | Are No. N/A N/A

measurements

taken?

E.2.3 |Isthe No N/A N/A

MEDICAL

DEVICE

intended for

use in

conjunction
with medicines

or other

medical

technologies?
E.2.4 | Are there No N/A N/A

unwanted

outputs of

energy or

substances?

E25 |lIsthe Yes. A Incorrect H3

MEDICAL Should keep the products into result

DEVICE proper environment, and use

susceptible to | it as soon as possible once

environmental | open the original package.
influences?

E.2.6 | Are there Yes. Sterile swabs, specimen |A Incorrect H4

essential collection tubes with result

consumables | extraction buffer and a

or accessories | package insert provided. Contamination H5

13
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E.2.7 Is maintenance

and/or

calibration

necessary?

No N/A N/A

E228 Does the

MEDICAL

DEVICE have a

restricted shelf-

life?

Yes. 24 months. Incorrect

result

HE

E.2.9 Are there any

delayed and/or

long-term use

effects?

No N/A N/A

E.2.10 To what

mechanical

forces will the

MEDICAL

DEVICE be

subjected?

None if used according to

instructions

N/A N/A

E.2.11 Is the

MEDICAL

DEVICE

intended for

single use?

Yes Incorrect

result

H7

E.2.12 Does

installation or

use of the

MEDICAL

DEVICE

require special
training or

special skills?

Yes. Skills of preparation of

nasopharyngeal specimen
required, and bio-safety
knowledge

Incorrect

result

H8

Insufficient Training HS

E.2.13 How will

information for

safe use be

provided?

Package insert provides
information for safe use

Incorrect

result

H10

E.2.14 Can the USER

INTERFACE

design features

contribute to

USE ERROR?

Yes. Insufficient packaging
insert information contribute

to use error.

Incorrect

result

H11

E.2.15 Is the

MEDICAL

DEVICE used

in an

environment

where

distractions are

commonplace?

Yes. The test is to be

performed in laboratories,

probably in an emergency
situation where distractions

can occur

Incorrect

result

H12

Contamination

Hazard

H13

E.2.16 Does the

MEDICAL

DEVICE have

connecting

parts or

accessories?

Yes. Accessories required

during test.

Incorrect

result

H14

14
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E.2.17 | Does the No N/A N/A

MEDICAL

DEVICE have a

control

interface?

E.2.18 | How is By checking C,T lines to A Incorrect H15

information interpret if the resultis result

displayed by positive or negative. The

the MEDICAL | detailed information is in PI.

DEVICE?

E.2.19 | Is the No N/A N/A

MEDICAL

DEVICE

controlled by a

menu?

E.2.20 | Will the No N/A N/A

MEDICAL

DEVICE be

used by
persons with

special needs?

E.2.21 | In what way(s) | Yes, if the test is used for 1) | A Incorrect H16

might the detection of specimen result

MEDICAL collected from other

DEVICE be sampling point; 2) User

deliberately neglects to test the patient
misused? with another technology in

case of negative results

E222 | |s the No, the COVID-19 Antigen N/A N/A

MEDICAL Rapid Test is easy-portable
DEVICE but it is not intended by the

intended to be | manufacturer to be portable
mobile or as it is for professional use

portable? only.

2.2.2Identification of HARM due to USABILITY related HAZARDS

Ha [Haza Hazard- |Hazard Harm

zar|rd related |ous

d #[ldent juse situatio

ified [scenario n

descripti
on

User Interface Risk Control Measure

15



H1 ect

result

Incorr|
The sterile

swab is

contamina

ted

Contam

ination

Hazard get infected

Patient's nostril get contact

with non-sterile swab and

Manufacturing process under EN ISO 13485:2016

certification:

i) Purchase management procedure: the

qualification of supplier and CE cetificate of sterile

swab was inspected.
ii) Incoming material inspection procedure: Incoming
QC inspect each lot of sterile swab.

iii) Material specification of sterile swab

iv) Training management procedure: pre-job training
v) Semi-product inspection procedure: the QC

department inspects the functional performance of

semi-product and only qualified semi-products
would be used for final product production.

vi} Final product inspection procedure and COA. the

QC department is responsible for the inspection of

functional performance and physical appearance of

final product and QA will release the qualified
product for sale after double check.

H2

Cont

amin

ation

Haza

rd

The sterile

swab is

contamina

ted

Contam

ination

Hazard get infected

Patient's nostril get contact

with non-sterile swab and

Manufacturing process under EN ISO 13485:2016

certification:

i) Purchase management procedure: the

qualification of supplier and CE cetificate of sterile

swab was inspected.
ii) Incoming material inspection procedure: Incoming
QC inspect each lot of sterile swab.

iif) Material specification of sterile swab

iv) Training management procedure: pre-job training
v) Semi-product inspection procedure: the QC

department inspects the functional performance of

semi-product and only qualified semi-products
would be used for final product production.
vi) Final product inspection procedure and COA: the

QC department is responsible for the inspection of

functional performance and physical appearance of

final product and QA will release the qualified
product for sale after double check.

H3

Incorr|

ect

result

Foil pouch
is

contamina

ted or]

does not

sufficiently
protect the

cassette

False

positive (temporary discomfort)

Mental stress for patientvi) Semi-product inspection procedure: the QC

Manufacturing process under EN ISO 13485:2016

certification:

i) Purchase management procedure

ii) Incoming material inspection procedure
iil) Material specification of foil pouch
iv) Manufacture verification control

v) Training management procedure: pre-job training

department inspects the functional performance of

semi-product and only qualified semi-products
would be used for final product production.

vii) Final product inspection procedure and COA

the QC department is responsible for the inspection
of functional performance and physical appearance

of final product and QA will release the qualified
product for sale after double check.
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Manufacturing process under EN ISO 13485:2016

certification:

i) Purchase management procedure

Patient is not diagnosed a
ii) Incoming material inspection procedure

Foil pouch ; : ~ lil) Material specification of foil pouch
is am by Sovirie but stl iv) Manufacture verification control

IncorCop
amine

False [symptoms + Because th v) Training management procedure: pre-job training

H3 lect
ed ON

egativ patient is not recognized a
vi) Semi-product inspection procedure: the QC

does not 5 : department inspects the functional performance of
result| “>. a Covid-19 patient, he/sh p vi ;

sufficiently s vetoed Nhe wrong Si-product and only qualified semi-products
protect the

department, infecting other
vould be used for final product production.

cassette patients
Y

vii) Final product inspection procedure and COA

the QC department is responsible for the inspection
of functional performance and physical appearance
of final product and QA will release the qualified
product for sale after double check.

Manufacturing process under EN ISO 13485:2016

certification:

i) Purchase management procedure
ii) Incoming material inspection procedure

Foil pouch iif) Material specification of foil pouch
is iv) Manufacture verification control

contamina oo v) Training management procedure: pre-job training

Ha
incom) d orinvalid

Limited delay because thes) Semi-product inspection procedure: the QG
get

does notresult
fost can be quickly je partment inspects the functional performance of

result| performed again i wie :

sufficiently semi-product and only qualified semi-products
protect the would be used for final product production.

cassette vii) Final product inspection procedure and COA

the QC department is responsible for the inspection
of functional performance and physical appearance
of final product and QA will release the qualified
product for sale after double check.

—_mm i) Tests are intended to be used by clinica

storage laboratory professionals who are trained to perform

Incorrjand i Viiro fests - ;

H3 lect [transporta False Mental stress for patientii) Prescribed storage conditions are provided on the

rasulilion
positive |(temporary discomfort) product labels

condilions iii) The storage and transportation codition is being
studied in real time stability study and simulated

shipping studies.

17
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Patient is not diagnosed as|. : dl

Incorrect infected by Covid 19 but stil h Tests we intended io be used by clinica

storage hromied for the Seve
laboratory professionals who are trained to perform
in vitro tests

Incorrjand False [symptoms + Because the. ; ” .

H3 lect [transporta negativ _ is not recognized a
ii) Prescribed storage conditions are provided on the

resus tion a 5 Covid-19 patient, he/sh proadyid and transportation codition is beingmontions

fromes a Ve Wien studied in real time stability study and simulated

ne

: 9
shipping studies.

Incorrect i) Tests are intended to be used by clinica

storage
laboratory professionals who are trained to perform

Incorrjand ali
Limited delay because th ia wi Sid iti ded h

Ha lect  fransporta Ba test can be quickl
ii)
Ci

storage conditions are provided on the

resultjtion
rosy

performed again rogue
absls

d
; ition ic

bel
HT ii) he storage and transportation codition is being

studied in real time stability study and simulated

shipping studies.

The 10mL

buffer is

used for

test ; ; gp

beyond 3 i) Tests are intended to be used by clinica

Eoonthe
laboratory professionals who are trained to perform

H3 lect after
False [Mental stress for patientin vitro tests

WT positive |(temporary discomfort) ii) Prescribed storage conditions are provided on the

ops
g

product labels

Ha iil) The open cap stability of buffer is studied.

buffer

bottle. (Opt
ion 2)
The 10mL Patient is not diagnosed a

buffer is infected by Covid-19 but still) Tests are intended to be used by clinica

ceplused foralte treated for the severelaboratory professionals who are trained to perform

H3 lect
test

liauativ symptoms + Because theljin vitro tests

result beyond
3 9

patient is not recognized as|ii) Prescribed storage conditions are provided on the

months a Covid-19 patient, he/shejproduct labels

after is treated in the wrongjii) The open cap stability of buffer is studied.

opening department, infecting othe

18
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1261257

the patients
extraction

buffer

bottle. (Opt
ion 2)

The 10mL

buffer is

used for]

test , 3 "

beyond 3 iy Tests are intended to be used by clinica

COHTRnthe _ |Limited delay because th laboratory professionals who are trained to perform

Hi act

It
Hor hy fost oan be quick) 0Ee storage conditions are provided on the

resu

pening
performed again

product labels

extraction iii) The open cap stability of buffer is studied.

buffer

bottle.(Opt
ion 2)

Manufacturing process under EN ISO 13485:2016

certification:

_ re i) Training management procedure: pre-job training

Ha a ol
DelayediiaSeizy rponl) Final product inspection procedure and COA: the

result
result

performed again
QC department is responsible for the inspection of

;

functional performance and physical appearance of

final product and QA will release the qualified
product for sale after double check.

Manufacturing process under EN ISO 13485:2016

certification:

i) Buffer accelerated stability study report: th

accelerated stability study of the test kit includin

buffer is conducted to study the shelf life of the tes

cassette and its accessories.

The
ii) Buffer's open cap stability study report

A yw
iii) Buffer preparation SOP: Preservative in th

Halt Butler igFalse Mental stress for patientBuffer solution and the filled buffer was pasteurized

resulicontmming positive |(temporary discomfort) The buffer was filled in the clean room, an

fed workshop environment control.

iv) Buffer QC testing

v) Training management procedure: pre-job training
vi) Final product inspection procedure and COA: th

QC department is responsible for the inspection o

functional performance and physical appearance o

final product and QA will release the qualifie

product for sale after double check.
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The

Patient is not diagnosed a

infected by Covid-19 but stil

treated for the sever

Manufacturing process under EN ISO 13485:2016

certification:

iy Buffer accelerated stability study report: the

accelerated stability study of the test kit including
buffer is conducted to study the shelf life of the test

cassette and its accessories.

ii) Buffer's open cap stability study report

iii) Buffer preparation SOP: Preservative in the
Incorriextraction [False [symptoms + Because th ] ; :

H4 lect |buffer isinegativ patient is not recognized a Ligliegieat is iter vos Daniana
resulticontaminale a Covid-19 patient, he/she, rkshop CIrOnInaIt cortvol

¥

ted is treated in the il
Buffer QC testing

’

deparinart
infecting others Training management procedure: pre-job training

vi} Final product inspection procedure and COA. the

QC department is responsible for the inspection of

functional performance and physical appearance of

final product and QA will release the qualified
product for sale after double check.

Manufacturing process under EN ISO 13485:2016

certification:

i) Buffer accelerated stability study report: the

accelerated stability study of the test kit including
buffer is conducted to study the shelf life of the test

cassette and its accessories.

The tars
open cap Sopge report

,) I ify Buffer preparation : Preservative in the

H4 incomextraction nvaiia Limited delay ee akBufter solution and the filled buffer was pasteurized

resulticontamina result performed again a a
Clean roam, and

ied
iv) Buffer QC testing
v) Training management procedure; pre-job training
vi) Final product inspection procedure and COA: the

QC department is responsible for the inspection of

functional performance and physical appearance of

final product and QA will release the qualified
product for sale after double check.

The non-

intergrate
d

Cont extraction

amin tube fallsContam|User get contact with) ok station is provided to place the non-
H5 [ation [and  thejination [poured buffer/specimen and. ’

Haza |buffer/spe Hazard Pa. infected

4

intergrated extraction tube.

rd |cimen

pours.

(Option
2&3)
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Cont

Manufacturing process under EN ISO 13485:2016

certification:

i) Purchase management procedure: the

qualification of supplier and CE cetificate of sterile

swab was inspected.
ii) Incoming material inspection procedure: Incoming
QC inspect each lot of sterile swab.

._ [The sterile _
; iii) Material specification of sterile swab

H5 Ba swab iPaealsRiv] gi 0nactv) Training management procedure: pre-jop training

Haza contamina Hazard [get infected Iv) Semi-product inspection procedure: the QC

rd
ted department inspects the functional performance of

semi-product and only qualified semi-products
would be used for final product production.

vi} Final product inspection procedure and COA. the

QC department is responsible for the inspection of

functional performance and physical appearance of

final product and QA will release the qualified
product for sale after double check.

i) Tests are intended to be used by clinica

Use test, laboratory professionals who are trained to perform
buffer in vitro tests

Incorriand/or False |Mental stress for patien
ii) Prescribed storage conditions are provided on the

H6 lect [control
ositive [(temporary discomfort)

product labels.

result (after
P porary

iil The shelf life is determined according to

expired accelerated stability study result. The real time

date stability study and simulated shipping stability study
is being studied.

Patient is not diagnosed asf) Tests are intended to be used by clinica

Use test, infected by Covid-19 but stilllaboratory professionals who are trained to perform
buffer treated for the severein vitro tests

Incorrjand/or False [symptoms + Because thejii) Prescribed storage conditions are provided on the

H6 [ect [control negativ [patient is not recognized asjproduct labels.

result |after e a Covid-19 patient, he/shejiiy The shelf life is determined according ta

expired is treated in the wrongaccelerated stability study result.The real time

date department, infecting otherstability study and simulated shipping stability study
patients is being studied.

i) Tests are intended to be used by clinica

Use test, laboratory professionals who are trained to perform
buffer in vitro tests

Incorrjand/or raid
Limited delay because theli) Prescribed storage conditions are provided on the

HE lect [control
result

test can be  quicklyjproduct labels.

result after performed again iy The shelf life is determined according to

expired accelerated stability study result.The real time

date stability study and simulated shipping stability study
is being studied.

i) Tests are intended to be used by clinica

Incorri, test iaDeayed
Limited delay because thellaboratory professionals who are trained to perform

H7 lect
used OS say test can be  quicklyjin vitro tests.

result performed again i) The symbol for single use is provided on the

labels.

The

operator

incorrcellect i) The correct sample type is indicated in product

Hg lect throat False Mental stress for

Jaton
and Package Insert.

result SPEICMeN positive |(temporary discomfort) ii) The correct sampling method is described in

instead of Package Insert.

nasophary
nx.
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Incorrect

sample
type

The

operator Patient is not diagnosed a

collect infected by Covid-19 but stil

throat treated for the severe] vi onl ;

Incorrispeicmen |False [symptoms + Because th ;1sbi adadhinps
Is indicated in produc

H8 lect [instead ofinegativ patient is not recognized a

ii) The correct Ss lin

’

method is deceived i
resultinasopharyle a Covid-19 patient, he/shelg_ a & Insert

pling

nx. is treated in the wrong
9 ’

Incorrect department, infecting other

sample patients
type
The

operator is

be Patient is not diagnosed a

nasophary infected by Covid-19 but stil

treated for the severe] ; 7

con False symptoms + Because th i) The sample volume flex and operation method is

H8 lect
Spsicmen

negativ [patient is not recognized a
verfiied and validated.

collection : h i) The specimen collection method is detailed in
result

and geht a Covid-19 patient, he/she, ckage Ysa
hot collect

is treated in the wrong
:

enough
department, infecting other

} patients
specimen
while

collection.

VTM

containing Patient is not diagnosed a

guanidiniu infected by Covid-19 but stil

m is used treated for the seve

Incorrifor False [symptoms + Because thePl states do not use VTM should not contain

H8 [ect [specimen |negativ patient is not recognized asiguanidinium (e.g. Guanidine Hydrochloride and

result|storage |e a Covid-19 patient, he/sheGuanidine isothiocyanate)
and is treated in the wron

antigen in department, infecting othe

swab gets patients
deterioted.

; Patient is not diagnosed a

gkJ
infected by Covid-19 but stil

by VTM
treated for the severePl states that minimal dilution of the sample is

Inco ion False [symptoms + Because therecommended, as dilution may result in decreased

H8 [ect Cause negativ [patient is not recognized astest sensitivity. Whenever possible, 1 milliliter or

result alse a Covid-19 patient, he/sheless should be considered to avoid excessive

negative
is treated in the wrongdilution of the patient's specimen.

department, infecting othe
result. :

atients

The

storage
condition i) Tests are intended to be used by clinica

Incorr|jof Swabs
. laboratory professionals who are trained to perform

H8 lect [in VTM is Hes Mental sions for Daten in vitro tests.

result|beyond
positive (temporary discomion)

ii) The VTM specimen storage condition was was

the studied and output into Package Insert.

expected
storage
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condition

and

deterioted.

The

Siorns" Patient is not diagnosed as
oF Swabs

infected by Covid-19 but stil

in VTM is
treated for the severe) Tests are intended to be used by clinica

Incoeyond
False [symptoms + Because thellaboratory professionals who are trained to perform

H8 lect
the negativ patient is not recognized asjin vitro tests.

result expected e a Covid-19 patient, he/sheji) The VTM specimen storage condition was was

storage
is treated in the wrongstudied and output into Package Insert.

we. department, infecting other

patients
and

deterioted.

The

storage
condition

ot Dass i) Tests are intended to be used by clinica

Incorr|,)ovoid Laid
Limited delay because thellaboratory professionals who are trained to perform

H8 lect
th‘ iesult test can be  quicklyjin vitro tests.

result
extenied performed again ii) The VTM specimen storage condition was was

P studied and output into Package Insert.
storage
condition

and

deterioted.

The

specimen

Eoha i) Tests are intended to be used by clinica

” InOMhne False Mental stress for patien Sorry crtessionzls
who are trained to perform

resultCg positive (temporary discomior
i) The specimen stability was studied and outpul

g into Package Insert.
condition

and

deterioted.

The ; : .

specimen Patient is not diagnosed a
bs stored

infected by Covid-19 but stil
Co

beyond
treated for the severe) Tests are intended to be used by clinica

Incorrl,. False [symptoms + Because thellaboratory professionals who are trained to perform
H8 [ect

expected
negativ patient is not recognized asin vitro tests.

result storage
a Covid-19 patient, he/sheji) The specimen stability was studied and outpui

wee0
is treated in the wronglinto Package Insert.

and department, infecting othe

deterioted. Patients
The

specimen
is stored i) Tests are intended to be used by clinica

Incorrbeyond invalid
Limited delay because thellaboratory professionals who are trained to perform

H8 lect [the rosuli test can be  quicklyjin vitro tests.

resultjexpected performed again ii) The specimen stability was studied and outpul

storage into Package Insert.

condition

and
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deterioted.

The swab

Same Patient is not diagnosed a

exdraniion infected by Covid-19 but stil

Euler ars
treated for the severe

He
Inco, t well 2i5e SyMpioms

+

Because therne corrected operate step to mix is detaled in P
ect

ized angnegativ patient is not recognized aS,in illustration
result

CAUSE
a Covid-19 patient, he/she

'

False
is treated in the wrong

negative department, infecting other

result patients

(Option 1)
The

specimen
after ; : -

exiraeiion
i) Tests are intended to be used by clinica

4a nCoMwere False Mental stress for patien eharatory professionals
who are trained to perform

psu {TEronerl positive temporary discomfort)
i) The specimen stability after extraction was

\gteriorat studied and output into Package Insert.

ed.(Option

1&28&3)

fheeh Patient is not diagnosed a
tar

infected by Covid-19 but stil
] N

eration
treated for the severel) Tests are intended to be used by clinica

Income False [symptoms + Because thellaboratory professionals who are trained to perform
H8 [ect

improper]
negativ [patient is not recognized asjin vitro tests.

result Ny ye a Covid-19 patient, he/sheji) The specimen stability after extraction was

dctariornt is treated in the wrongstudied and output into Package Insert.

ed. (Option
department, infecting othe

18283) patients

The

specimen
after , : >

edradiion oo

i) Tests are intended to be used by clinica

Incorr oe valid
Limited delay because thellaboratory professionals who are trained to perform

H8 lect
improperly result

test can be  quicklyjin vitro tests.

result Whine 2
performed again ii) The specimen stability after extraction was

deteriora studied and output into Package Insert.

ed.(Option
1&2&3)
The VIM

containing
the swab i) Describe and bold in Package Insert that allowing

”

Incorrispecimen False liens stess ‘ior patient
n® test or extracted specimen to equilibrate to room

ect |does not
ositive [(temporary discomfort)

temperature prior to testing.
resultireach

P porary
ii) Operation enviroment is verified during design

room control.

temperatu
re.
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The VTM

containing
the swab

Patient is not diagnosed a

infected by Covid-19 but stil

treated for the seve i) Describe and bold in Package Insert that allowing

Incorrispecimen [False [symptoms + Because thejthe test or extracted specimen to equilibrate to room

H8 lect |does nofnegativ patient is not recognized astemperature prior to testing.
resultireach e a Covid-19 patient, he/sheji) Operation enviroment is verified during design

room is treated in the wrongcontrol.
temperatu department, infecting other

re. patients
The VTM

containing
the swab i) Describe and bold in Package Insert that allowing

Incorrispecimen vali
Limited delay because thefthe test or extracted specimen to equilibrate to room

H8 [ect |does not result test can be aicyismperaur prior to testing.
resultfreach performed again ii) Operation enviroment is verified during design

room control.

temperatu
re.

The test

or

extracted i) Describe and bold in Package Insert that allowing

iEPpase etal sess for_pataneSSL% SXReled spsomen
to suite to ror

result|equilibrate
positive (temporary discomfort)

i) Operation enviroment is verified during design
to room control.

temperatu
re.

The test Patient is not diagnosed as

or infected by Covid-19 but stil

extracted treated for the severeli) Describe and bold in Package Insert that allowing
Incorrispecimen False [symptoms + Because thethe test or extracted specimen to equilibrate to room

H8 lect is notinegativ patient is not recognized astemperature prior to testing.
resultjequilibrate|e a Covid-19 patient, he/sheljii) Operation enviroment is verified during design

to room is treated in the wrongcontrol.
temperatu department, infecting other

re. patients
The test

or

extracted i) Describe and bold in Package Insert that allowing

Incorrispecimen [Limited delay because thethe test or extracted specimen to equilibrate to room
¥ Invalid ; ; ;

H8 [ect is not
cuit

test can be aickyfomporaue prior to testing.
result|equilibrate performed again i) Operation enviroment is verified during design

to room control.

temperatu
re.

The VTM

specimen

ll
Into

i) The sample volume flex and operation method is

HE aot Exiraction False Mental stress for patientverified and validated.
resultinbe to togPOSitive (temporary discomfort) i) The specimen collection method is detailed in

mech oF
Package Insert.

not

enough.
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The VTM Patient is not diagnosed nsspecimen infected by Covid-19 but stil

added into treated for the severe] i g

Incorrithe False [symptoms + Because the) The Sale Valine
Hex and operation method 8

H8 [ect |extraction negativ [patient is not recognized asl. 4

2

dl 7 ” y

resulttube is toole a Covid-19 patient, neishell) The Sgeamsa
collection method is astalled in

much or is treated in the wrong
9 :

not department, infecting other

enough. patients
The

extraction

buffer

added into

incorrine i) The sample volume flex and operation method is

He lect
extraction False [Mental stress for patientverified and validated.

result
fUPe is toopositive |(temporary discomfort) ii) The specimen collection method is detailed in

much or] Package Insert.

not

enough.
(Option
283)
The

S12
2m

Patient is not diagnosed a
uffer ; . i

added into
infected by Covid-19 but stil

the
frosted for the

aw The sample volume flex and operation method is

He I" Mextraction Fon) KalaiI Varioa agveried and validated.

result[U° 15 too a Covid-19 patient, he/shel}) The Specimen
collection method is detailed in

hist is treated in the wrong
9 ;

enough
department, infecting other

ig patients
(Option
2&3)

Operator
Insuffidoesn't RT" —

Ho
icient [read PlFalse [Mental stress for patientoc ce ea of ods loson bl
[Trainicompletel positive (temporary discomfort) wi a) the test

plaiely

ng | before
p 9 ’

use

Patient is not diagnosed a

infected by Covid-19 but stil

_Si treated for the seve

ctent fend p|False symptoms + Because theDescribe in "Precaution" of Package Insert that

HY
Traini negativ [patient is not recognized asPackage Insert must be read completely before

reiniicompes) Covid-19 patient, he/shelperforming the test
ng ly before a Covi patient, he/sheperforming the test.

is treated in the wrong
Mee

department, infecting other

patients

Operator

i Pllinvalid
Limited delay because theDescribe in "Precaution" of Package Insert that

HO [Sioih fa nvald
test can be quicklyPackage Insert must be read completely before

rainicompletel. res
performed again performing the test

ng |y before
'

use

Ho Insuff The swabContam Hospital y

personnal might, is the responsibility of the hospital that the rules
icient fis nofination [come in contact with .° . :

ITrainiidisposed |hazard |contaminated test Wo ie Rosgitasate wilowsd
pP
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ng [according accessories.Infection of

to logal hospital personnel
regulation
and cause

other

person
infected.

(Option

182&3)
User does

Insuff flay
follow

Hospital personnel might

HO icient disposal SamWB WW is the responsibility of the hospital that the rules

St Hazard accessories. Infection ofvithin the hospital are followed

of ihe
hospital personnel

institution.

Package's
insert not

H1 Inconfeviewed False Mental stress for

PageniPeckase
insert of the test was reviewed under the

0 . positive |(temporary discomfort) scope of risk management and usability evaluation.
resulticomplianc

e with IVD

& EN ISO

Patient is not diagnosed as

Package's infected by Covid-19 but stil

insert not treated for the seve

H1 WE [else Spi . Because hii Package insert of the test was reviewed under the

h:
[2S oF  ihegauv Baveni

No: recognized 2

scope of risk management and usability evaluation.
resulticomplianc|e a Covid-19 patient, he/sh

e with [VD is treated in the wron

& EN ISO department, infecting othe

patients

Package's
insert not

H1 neomeviewed invalid iTom opLi Package insert of the test was reviewed under the

0
resultlcomplianc

result
berformed again

scope of risk management and usability evaluation.

e with IVD

& EN ISO

Operation i) Tests are intended to be used by clinica

instruction laboratory professionals who are trained to perform
s is too in vitro tests.

Incomcomplex i) Simplify and verify operation steps based on

H1
et

for theFalse [Mental stress for patientdesign control procedure.
1 user to getpositive (temporary discomfort) iii) Package insert of the test was reviewed under

result ; 2

the exact he scope of risk management and usability

informatio evaluation.

n from the iv) The operation illustration is presented in

Pl. Package Insert.

Operation Patient is not diagnosed asl) Tests are intended to be used by clinica

instruction infected by Covid-19 but stilllaboratory professionals who are trained to perform

HA
Incorrls is too|False [treated for the severeiin vitro tests

1
ect [complex |negativ symptoms + Because thei) Simplify and verify operation steps based on

result for thee patient is not recognized asldesign control procedure.
user to get a Covid-19 patient, he/shejii) Package insert of the test was reviewed under

the exact is treated in the wrongthe scope of risk management and usability
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informatio department, infecting otherevaluation.
n from the patients iv) The operation illustration is presented in

PI. Package Insert.

Operation i) Tests are intended to be used by clinica

instruction laboratory professionals who are trained to perform
s is too in vitro tests.

complex - ii) Simplify and verify operation steps based on

H1 Inco...
b

the|lnvalid
Limied doy because i aihHot

P

1
wot

user to getresult
fest can be Hick) iii) Package insert of the test was reviewed under

result 9
performed again

9
: bn

the exact he scope of risk management and usability

informatio evaluation.

n from the iv) The operation illustration is presented in

PL. Package Insert.

User i) Tests are intended to be used by clinica

HA Incorridistraction False |Mental stress for patien laboratory professionals who are trained to perform

2
got leads 1

ositive |(temporary discomfort)
In vio esis.

result operationa” parary
ii) It is the responsibility of the laboratory that the

| errors. rules within the laboratory are followed.

Patient is not diagnosed a

infected by Covid-19 but stil

User treated for the severe) Tests are intended to be used by clinica

HA
Incom|distraction False [symptoms + Because thellaboratory professionals who are trained to perform

5
ect [leads tonegativ patient is not recognized asin vitro tests.

resultjoperationale a Covid-19 patient, he/shejii) It is the responsibility of the laboratory that the

| errors. is treated in the wrongrules within the laboratory are followed.

department, infecting other

patients
User i) Tests are intended to be used by clinica

HA Incorr|distraction ivaliio
Limited delay because thellaboratory professionals who are trained to perform

>
ect [leads 10 suit test can be ay vitro tests.

resultjoperationa performed again ii) It is the responsibility of the laboratory that the

| errors. rules within the laboratory are followed.

User

distraction

Cont leads to Hospital personnel might) Tests are intended to be used by clinica

H1
amin [sample |Contamicome in contact withllaboratory professionals who are trained to perform

3
ation leakage. (ination [contaminated test orin vitro tests.

Haza [laboratory hazard |accessories. Infection ofji) It is the responsibility of the laboratory that the

rd personnel hospital personnel rules within the laboratory are followed.

get
infected.

User ; —_ g

dozen i) Instruction in PI that only the extraction buffer and

reonnse ie [specimen collection tube provided in the kit is to be

H1
Se

False [Mental stress for patienfused for swab specimen preparation.
4

renkiles positive |(temporary discomfort) ii) In "Precautions" and "Limitations" indicates not

provided store specimens in VTM and not test with extracted

in kit
specimens for PCR tests.
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Patient is not diagnosed a

a aby Soule ei i) Instruction in PI that only the extraction buffer and

HA
Incorruse ~~ the|False [symptoms + Because th SOS Coectixyne pM ISL

the kit ig to be

4
ect |accessori negativ patient is not recognized asl.

In "P tions” and "Lintitat
2

dice
resulties e a Covid-19 patient, he/sh i In fecauiions” an imiations’ In0icaies: No

provided is Wegted in te WGK store specimens in VTM and not test with extracted

in Kit department, infecting othe specimens for PCR tests.

patients
User : — ;

doesn Lyon
H1 Income <eInvalia ise vay Decausy 0 used for swab specimen preparation.
4

resuliice result performed again
9

ii) In "Precautions" and "Limitations" indicates not

provided
store specimens in VTM and not test with extracted

in kit
specimens for PCR tests.

User read

the result

HA Incorrbeyond False |Werntal sess ior patient)
The reading time flex is studied during design

5
aot [ns

ositive |(temporary discomfort)
BONiFol process,

resultjrecommen® porary
ii) The proper reading time is put in Package Insert.

ded time

frame

The i) Tests are intended to be used by clinica

complex laboratory professionals who are trained to perform

Incorinstruction in vitro tests. )

H1
ect

B lead toFalse [Mental stress for patientii) Package insert of the test was reviewed under

5
result interpretatipositive (temporary discomfort) he scope of risk management and usability

on errors evaluation.

and false iii) The illustration of results interpretation is

results. presented in Package Insert.

The Patient is not diagnosed is i) Tests are intended to be used by clinica
infected by Covid-19 but stil . :

complex A laboratory professionals who are trained to perform
: : reated for the severe "=

Inco
ngiuction

False [symptoms + Because th
0 vitre (ssis.

H1
eel " lead 10

egativ patient is not recognized a
ii) Package insert of the test was reviewed under

5
Fasult interpretati

a Covid-19 patient, he/sh
he scope of risk management and usability

on “false freated

in Vie Won SR, licen of results interpretation is

results. spariment, infecting othe
presented in Package Insert.

patients
The i) Tests are intended to be used by clinica

complex laboratory professionals who are trained to perform
instruction - in vitro tests.

H1 igsng lead toflnvalid ired deyag Package insert of the test was reviewed under

5
rasul interpretatiresult berformed again

the scope of risk management and usability
on errors evaluation.

and false ii) The illustration of results interpretation is

results. presented in Package Insert.

The

operator

collect ; oc: ae y

min
i) The correct sample type is indicated in product

H1
t

; False |Mental stress for

Paivaiione
and Package Insert.

5
Co [Bpsicmen positive |(temporary discomfort) ii) The correct sampling method is described in
resultlinstead of]

Package Insert
nasophary

’

nx.

Incorrect
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sample
type

The

operator Patient is not diagnosed a

collect infected by Covid-19 but stil

_ aen [Eaise [aaam.] oe hog i) The correct sample type is indicated in product

% ect |instead ofinegativ [patient is not recognized a fans
and Package nga. vod

i

d ied
i

resultinasopharyle a Covid-19 patient, he/shely bo gry
samping meihod ie desorbed in

nx. is treated in the wrong
Fakage: aged.

Incorrect department, infecting other

sample patients
type
The

device is

a i) Tests are exclusively sold to professional users

Incorr . _JLay-users do not have access to the test.

iy ect apassn beoarnzor42 Instruction in "Intended use" of PI that test resuli

result
clinical should not be used as the sole basis for tratment of

laboratory patient management decisions.

profession
als.

IS lo Patient is not diagnosed as
isoeed

infected by Covid-19 but stil

by people
treated for the severeli) Tests are exclusively sold to professional users

HA
Inco 4 or than 2/s€ symptoms + Because th Lay-users do not have access to the test.

5
ect

rained negativ patient is not recognized asi) Instruction in "Intended use" of Pl that test resull

result
clinica) a Covid-19 patient, he/sh should not be used as the sole basis for tratment of

laboratory
is treated in the wrongpatient management decisions.

profession department, infecting other

patientsals.

The

device is

esasn
i) Tests are exclusively sold to professional users

HA
Inco] Sr or iherunvahid

Limited delay because th Lay-users do not have access to the test.

5
ect trained esult

test can be quicklylii) Instruction in "Intended use" of PI that test resulf

result
clinical

performed again should not be used as the sole basis for tratment or

laboratory patient management decisions.

profession
als.

2.3 USABILITY specification

After reading the PI, >=90% of users shall successfully test on their first try.
>=80% of users shall rate the PI is easy to understand and the test is easy to

operate.
All risks associated with usability should be reducted to acceptable levels.
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3 Usability Validation Plan

3.1 Study Purpose
Validate the usability of COVID-19 Antigen Rapid Test

3.2 Study Method

10 laboratory professionals who have no responsibility of this product should be

employed in this study. Each professionals should test 3 positive naspharyngeal
swab with recombinent antigen and 3 negative Nasopharyngeal Swab using 3

options of extraction tube sperately and test 3 VTM specimen with recombinent

antigen and 3 negative VTM specimen using 3 options of extraction tube

seperately.
Condtion stype |Combination Test

Condition 1 pre-filled integrated 1 positive specimen and 1

buffer tube + Nasopharyngeal Swab | negative specimen
specimen

Condition 2 10mL buffer bottle + 1 positive specimen and 1

Nasopharyngeal Swab specimen negative specimen
Condition 3 disposable buffer vial + 1 positive specimen and 1

Nasopharyngeal Swab specimen negative specimen
Condition 4 pre-filled integrated 1 positive specimen and 1

buffer tube + VTM specimen negative specimen
Condition 5 10mL buffer bottle + VTM specimen | 1 positive specimen and 1

negative specimen
Condition 6 disposable buffer vial + VTM 1 positive specimen and 1

specimen negative specimen
Questionaire is prepared for all laboratory professionals.

3.3 Selection basis of operators
The operator shoudl have good english reading.
The study will be arranged at afternoon after hours of work. 10 laboratory

professionals will be kept alone in laboratory one by one to do the test.

3.4 Simulated environment

The light in laboratories should be low.

Test time for each professional is assumed 1 hour, twice call interupt during test.

3.5 Acceptable criteria of usability validation

After reading the PI, >=90% of users shall successfully test on their first try.
>=80% of users shall rate the PI is easy to understand and the test is easy to

operate.
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3.6 Study Result

3.7 Questionare result statistics

3.8 Conclusion
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4 User interface design and implementation
User interface refers to the labels and PI.
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5 Usability Verification

5.1 General

1261257

Parameter Description (design input) Design verification*

the qualitative detection of SARS-CoV-2

Intended Use antigens in nasopharyngeal swab Same

specimens

Intended Customer Trained clinical laboratory Professional (Same

Test Format Cassette Same

nasopharyngeal swab, including

Sample to be Tested nasopharyngeal swab and
Same

nasopharyngeal swab stored in

specified VTM

Controls Procedure control procedure control

Sensitivity 280% Same

ein sample)
95% Same

3 options:

Buffer type r pis isd tagrai
buster nine

1 extraction buffer

- disposable buffer vial

Operation Steps 1 Step 1 step

Time to Results 15 minutes Same

Test Specimen Volume 3 drops of the extracted specimen Same

Endpoint Desired Two red lines Same

Storage Conditions 2-30 2-30C

Shelf Life from Date of

Manufacture
24 months from mfg. 24 months from mfg.

Clinical Trial - Reference

Method
PCR Same

5.2 USE SCENARIOS

Worst case use scenarios:

- untrained clinical laboratory personnel;
- have been working for hours and tired;
- low ambient lighting;
- alone at the clinical laboratory;
- interrupted by telephone call (distracts attention).

5.3 USER actions related to PRIMARY OPERATING FUNCTIONS

Item Task Sub-task

1 Prepare rapid test kit eo Check the packaging*
eo Check the content

eo Check the environment

e make sure every component not

excess expired date.
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Read package insert and label eo Read the package insert before test

Specimen
collection, transport,

storage and

preparation

3.1 Swab specimen collection eo Open the package of sterile swab.

e |nsert a sterile swab into the nostril

of the patient, reaching the surface of

the posterior nasopharynx.
e Swab over the surface of the

posterior nasopharynx.
e Withdraw the sterile swab from the

nasal cavity.
3.2 Specimen transport and

storage

e Storage the swab in a dry, sterile,

and tightly sealed plastic tube for no

more than 8 hours at room

temperature and 24 hours at 2-8 C if

swabs are not been processed

immediately.
eo If VTM is required, then the VTM

should not contain guanidinium (e.g.

Guanidine Hydrochloride and

Guanidine isothiocyanate) and

minimal dilution of the sample is

recommended, as dilution may result

in decreased test sensitivity.

Whenever possible. 1 milliliteror less

should be considered to avoid

excessive dilution of the patient's

specimen. Nasopharyngeal swabs

stored in VTM are stable for 8 hours at

room temperature or 24 hours at 2-

8°C.

3.3 Specimen extraction - Swab

specimen extraction with pre-filled

integrated buffer tube (Option 1)

eo Unscrew the cap of the extraction

tube with extraction buffer inside.

eo Place the swab specimen into the

extraction buffer and mix well.

® Remove the swab.

e Dispose of the used swab in

biohazard waste.

e Tighten the cap onto the sample
extraction tube.

e Use extracted sample solution as

final sample for testing as soon as

possible.

3.4 Specimen extraction - Swab

specimen extraction with extraction

buffer and tube separately (Option
2&3)

(Extraction buffer in 10mL buffer

bottle or disposable buffer vial)

eo Place the extraction tube in the

workstation.

eo Add approx. 350uL Extraction Buffer

into the extraction tube in 10mL bottle

or extraction buffer in disposable

buffer vial.

eo Do not use ther extraction buffer in
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10mL bottle beyond 3 months after

opening the extraction buffer bottle.

e Place the swab specimen into the

extraction buffer and mix well.

eo Remove the swab.

eo Dispose of the used swab in

biohazard waste.

e Fit the tip onto the top of the

extraction tube.

e Use extracted sample solution as

final sample for testing as soon as

possible.

3.5 Specimen extraction - Viral

Transport Media (VTM) specimen
extraction

eo Balance the VTM containing the

swab specimen to room temperature

(15-30°C).
e Using a pipette to transfer 350ul

VTM specimen into the specimen
extraction tube with approx.350uL
extraction buffer inside, shake to mix it

well for extraction.

e Use extracted sample solution as

final sample for testing as soon as

possible.
eo Allow the test, extracted sample
solution and/or controls to equilibrate

Directions for use 4.1 Run the test
o room temperature (15-30°C) prior to

testing.
eo Remove the test cassette from the

sealed foil pouch and use it within one

hour.

eo Shake the extracted sample solution

to mix it well.

® Invert the sample extraction tube

and add 3 drops of the Extracted

Sample Solution to the specimen

well(S) of the cassette.

e Start the timer.

e Wait for the colored line(s) to appear

and read the result at 15 minutes. Do

not interpret the result after 20

minutes.

Interpretation of results e Interpret test line(s) according to PI.

e Suggestion for invalid result.

e Suggestion for negative result.

e Suggestion for positive result.

Disposal e Disposal of residual specimen.
e Discard the used test.

5.4 USER INTERFACE requirements for the PRIMARY OPERATING FUNCTIONS

Item|Task Sub-task USER INTERFACE requirements

36

1261257



Prepare rapid test kit e Check the packaging
e Check the content

e Check the environment

e make sure every component not

excess expired date.

Easy to identify the contents in kit box

Easy to see the correct storage
condition on box label

Easy to see the expired date on box

label

Esay to open box with one hand

Read package insert

and label

eo Read the package insert before test Easy to identify the location of this

sentence.

3.1 Swab

specimen
collection

Specimen
collection,

transport,

storage
and

preparation

e Open the package of sterile swab.

e Insert a sterile swab into the nostril

of the patient, reaching the surface of

the posterior nasopharynx.
® Swab over the surface of the

posterior nasopharynx.
e Withdraw the sterile swab from the

nasal cavity.

The sterile swab is easy to open.

The sterile swab is small enough to

insert into the nostril and long enough
to reach the surface of the posterior
naspharynx.
The sterile swab is easy to hand.

The sterile swab is easy to withdarw

and not break in the nostril.

The sterile swab can take enough
specimen while specimen collection.

3.2

Specimen
transport
and

storage

e Storage the swab in a dry, sterile,
and tightly sealed plastic tube for no

more than 8 hours at room

temperature and 24 hours at 2-8 C if

swabs are not been processed
immediately.
e If VTM is required, then the VTM

should not contain guanidinium (e.g.
Guanidine Hydrochloride and

Guanidine isothiocyanate) and

minimal dilution of the sample is

recommended, as dilution may result

in decreased test sensitivity.
Whenever possible, 1 milliliter or less

should be considered to avoid

excessive dilution of the patient's

specimen. Nasopharyngeal swabs

stored in VTM are stable for 8 hours at

room temperature or 24 hours at 2-

8°C.

The location of storage condition is

easy to find.

3.3

Specimen
extraction
- Swab

specimen
extraction

with pre-

filled

integrated
buffer tube

(Option 1)

® Unscrew the cap of the extraction

tube with extraction buffer inside.

® Place the swab specimen into the

extraction buffer and mix well.

® Remove the swab.

e Dispose of the used swab in

biohazard waste.

e Tighten the cap onto the sample
extraction tube.

eo Use extracted sample solution as

final sample for testing as soon as

The integrated buffer tube is easy to

open and close.

possible.
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3.4

Specimen
extraction

- Swab

specimen
extraction

with

extraction

buffer and

tube

separately

(Option
2&3)

(Extraction
buffer in

10mL

buffer

bottle or

disposable
buffer vial)

e Place the extraction tube in the

workstation.

eo Add approx. 350uL Extraction Buffer,

into the extraction tube in 10mL bottle

or extraction buffer in disposable
buffer vial.

e Do not use ther extraction buffer in

10mL bottle beyond 3 months after

opening the extraction buffer bottle.

e Place the swab specimen into the

extraction buffer and mix well.

e Remove the swab.

e Dispose of the used swab in

biohazard waste.

e Fit the tip onto the top of the

extraction tube.

e Use extracted sample solution as

final sample for testing as soon as

possible.

The work station can keep the tube up

The tube tip can fit the tube well.

The disposable buffer vial is easy to

open.

The expired date of 10mL buffer

before open is easy to find.

The opening date of 10mL buffer can

be recorded and hard to erase.

3.5

Specimen
extraction
- Viral

Transport
Media

(VTM)

specimen
extraction

e Balance the VTM containing the

swab specimen to room temperature

(15-30°C).
e Using a pipette to transfer 350uL
VTM specimen into the specimen
extraction tube with approx.350uL
extraction buffer inside, shake to mix it

well for extraction.

e Use extracted sample solution as

final sample for testing as soon as

possible.

The location of VTM information is

easy to find.

The operation with VTM specimen is

easy to understand and operate.

Directions

for use

4.1 Run

the test

® Allow the test, extracted sample
solution and/or controls to equilibrate
to room temperature (15-30°C) prior to

testing.
® Remove the test cassette from the

sealed foil pouch and use it within one

hour.

eo Shake the extracted sample solution

to mix it well.

e Invert the sample extraction tube

and add 3 drops of the Extracted

Sample Solution to the specimen

well(S) of the cassette.

e Start the timer.

e Wait for the colored line(s) to appear

and read the result at 15 minutes. Do

not interpret the result after 20

The foil pouch is easy to open.

The expired date printed on foil pouch
is easy to read and undersrand.

minutes.
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5 [Interpretation of e |nterpret test line(s) according to Pl. [The control line is strong enough to

results e Suggestion for invalid result. read.

e Suggestion for negative result. Though the test liner vary based on

e Suggestion for positive result. different antigen concentration, it

should be red by visable to naked

eyes.

The control line region and test line

region in easy to distiguish.
6 [Disposal e Disposal of residual specimen. No additional requirement.

e Discard the used test.

5.5 USER INTERFACE requirements for those USE SCENARIOS that are frequent or related

to SAFETY

The whole test procedure shall be easy to understand and do after reading the labels and PI:
- components of P| complies with IVDD 98/79/EC, EN ISO 18113-1:2011, EN ISO 18113-2:2011,
EN ISO 15223-1:2016

- The test procedure includes: Read package insert and label, Specimen collection, transport,

storage and preparation of 3 extraction options (extraction buffer in pre-filled integrated buffer

tube or in 10mL buffer bottle or in disposable buffer vial) and 2 specimen type (Nasopharyngeal
Swab stored or not stored in VTM specimen), directions for use, interpretation of results amd

disposal.
- Text version: English
- Font size: Arial 6.5 minimum

- Clearly understandable drawings for USERS illiterate in the language versions provided
- Only symbols proven to be intuitive for intended USERS

5.6 Requirements for determining whether PRIMARY OPERATING FUNCTIONS are easily
recognizable by the USER

See 5.4, no additional requirements.
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6 Usability Validation Report

6.1 Study Purpose
Validate the usability of COVID-19 Antigen Rapid Test

6.2 Study Method

10 laboratory professionals who have no responsibility with this product should be

employed in this study. Each professionals should test 3 positive naspharyngeal
swab with recombinent antigen and 3 negative Nasopharyngeal Swab using 3

options of extraction tube sperately and test 3 VTM specimen with recombinent

antigen and 3 negative VTM specimen using 3 options of extraction tube

seperately.
For each user:

Condtion stype |Combination Test

Condition 1 pre-filled integrated 1 positive specimen and 1

buffer tube + Nasopharyngeal Swab | negative specimen
specimen

Condition 2 10mL buffer bottle + 1 positive specimen and 1

Nasopharyngeal Swab specimen negative specimen
Condition 3 disposable buffer vial + 1 positive specimen and 1

Nasopharyngeal Swab specimen negative specimen
Condition 4 pre-filled integrated 1 positive specimen and 1

buffer tube + VTM specimen negative specimen
Condition 5 10mL buffer bottle + VIM specimen | 1 positive specimen and 1

negative specimen
Condition 6 disposable buffer vial + VTM 1 positive specimen and 1

specimen negative specimen

6.3 Selection basis of operators
The operator shoudl have good english reading.
The study will be arranged at afternoon after hours of work. 10 laboratory

professionals will be kept alone in laboratory one by one to do the test.

6.4 Simulated environment

The light in laboratories should be low.

Test time for each professional is assumed 1 hour, twice call interupt during test.

6.5 Acceptable criteria of usability validation

After reading the PI, >=90% of users shall successfully test on their first try.
>=80% of users shall rate the PI is easy to understand and the test is easy to

operate.
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6.6 Study Result

User

No
Condition 1 Condition 2 Condition 3 Condition 4 Condition 5 Condition 6
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6.7 Questionare result statistics
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A - Very easy to i} A - Very easy to interprete
understand PI

A-Very cosy io
result

test :

B - Easy to B - Easy to interprete

User No Gender | Age
Understand BI ®, ray result

9 C -Difficult to
wast

C -Difficult to interprete
understand PI

D - Verv difficult
result

D - Very difficult to y D - Very difficult to
to test :

understand PI interprete result

User 1 Female | 36 B A A

User 2 Female | 27 B B A

User 3 Female 31 B B A

User 4 Female | 25 B B A

User 5 Female | 28 A A A

User 6 male 28 B B A

User 7 Female 26 B B A

User 8 Female | 27 B B A

User 9 male a7 A A A

User 10 Female 30 B A A

6.8 Conclusion

100% users employed rate Pl is easy to understand, the test is easy to operate
and the result is easy to interprete. After reading the Pl, 100% of users test

successfully on their first try.
The interface design of the test meet the acceptance criteria.
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7 Risk Analysis

7.1 Estimation of the risks for Each Hazardous Situation

7.1.1 Estimation of Severity of Harm

Severity Severity Ranking Description
Ranking (descriptive)

Negligible Mental stress for the patient (temporary discomfort)
1 Limited delay because the test can be quickly performed

again

2 Marginal Patient is not diagnosed as infected by Covid-19 but still

treated for the severe symptoms
3 Critical Infection of hospital personnel
4 Catastrophic Because the patient is not recognized as a Covid-19,

he/she is treated in the wrong department, infecting other

patients

7.1.2 Estimation of Detection of Incorrect Results

Severity Detection Ranking Description

Ranking (descriptive)

1
Always possible Use of another methodology to confirm results is

required / Control line / cassette is unpacked
2 Maybe possible Physician may detect discrepancies between results and

clinical impression
3 Impossible It cannot be detected by user (laboratory) nor by

physician

7.1.3 Estimation of the Probability of Occurrence

Ranking | Likelihood Description Probability (in fractions) | Probability
(in percentage)

1 ; Almost impossible to
Incredible

CECT
N/A N/A

2 Improbable Unlikely to occur N<21/10,000 N-<0.01%

?
Remote Unlikely butpossible

to

| 1/10,000<N< 111,000 | 0.01%<N<0.1%

4 Occasional Likely to occur sometime 1/1,000<<N<1/100 0.1%<N<1%

8
Probable

Likely 0
Sor

soNere)
111,00<N<1/10 1%<N<10%

6 Frequent Likely to occur frequently 1/1,0<N 10% <CN
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7.2 Result of the evaluation of usability risk

Haza|Haza Hazard- Hazard Harm Riss

GER
before

Risk Assessment before Mitigation

bill ou Rms rn Risk Estimation Risk Estimation
Any New,

ified |situa| description Proba| Risk Usability Interface Risk Control Measure Proba| Risk | Hazard Item

tion Severit| Dete | DIlitY |Evaluati
Severi| Dete | PIfity [Evalul be

y ctiona
on

ty |etiona
ation|Generate|

ence ence

Manufacturing process under EN [SO 13485:2016

certification:

i) Purchase management procedure: the qualification of

supplier and CE cetificate of sterile swab was inspected.
i) Incoming material inspection procedure: Incoming QC

inspect each lot of sterile swab.

Cont
Patients nostril

iii) Material specification of sterile swab

Incorriamin [The sterile
get contact with

iv) Training management procedure: pre-job training
Yes]

ect |ation [swab isH1
ooneieile: Sal

2 2 12 v) Semi-product inspection procedure: the QC3 2 6
No []

1

result [Haza [contaminated i department inspects the functional performance of semi
and get infected i f

rd product and only qualified semi-products would be used

for final product production.

vi) Final product inspection procedure and COA: the QC

department is responsible for the inspection of functiona

performance and physical appearance of final product
and QA will release the qualified product for sale afte

double check.

Manufacturing process under EN [ISO 13485:2016

certification:

i) Purchase management procedure: the qualification of

supplier and CE cetificate of sterile swab was inspected.

ii) Incoming material inspection procedure: Incoming QC

Cont Cont ] ] inspect each lot of sterile swab.
amin Ewin [The sterile Patient's nostril iii) Material specification of sterile swab

}

: 5 : get contact with iv) Training management procedure: pre-job training Yes []ation [ation [swab isH2 ; 3 2 [2 12 3 5 :

2

3 2 1 6 2

biaza ez ontaminated non-sterile swab i] Semi-product inspection procedure: the Qc No [\]

rd rd
and get infected department inspects the functional performance of semi

product and only qualified semi-products would be used

for final product production.
vi) Final product inspection procedure and COA: the QC

department is responsible for the inspection of functiona

performance and physical appearance of final product
and QA will rel the qualified product for sale afte
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double check.

Manufacturing process under EN [ISO 13485:2016

certification:

i) Purchase management procedure

ii) Incoming material inspection procedure

iii) Material specification of foil pouch
Foil pouch is| iv) Manufacture verification control

IncontFase
contaminated Mental stress for Vv) Training management procedure: pre-job training

ect [posi
or does not) 1»

patient
1 ib >

vi) Semi-product inspection procedure: the Qg 1h 1
Yes []

a

result ire sufficiently (temporary department inspects the functional performance of semi No [¥]
protect the discomfort) product and only qualified semi-products would be used

cassette for final product production.

vii) Final product inspection procedure and COA: the QC|

department is responsible for the inspection of functiona

performance and physical appearance of final product
and QA will release the qualified product for sale afte

double check.
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Foil pouch is

contaminated

Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

severe symptoms|

Manufacturing process under EN [SO 13485:2016

certification:

i) Purchase management procedure
ii) Incoming material inspection procedure
ii) Material specification of foil pouch
iv) Manufacture verification control

v} Training management procedure: pre-job training

IngenLi or does not,» Wh ji A vi) Semi-product inspection procedure: the QC Yes []
4

Eee sufficiently recognized as a
department inspects the functional performance of semi No [V]

protect the
Covid-19 patient

product and only qualified semi-products would be used

cassette liaishe jo reste for final product production.

in the wrong
vii) Final product inspection procedure and COA: the QQ

department department is responsible for the inspection of functiona

infecting other performance and physical appearance of final product

batients
and QA will release the qualified product for sale afte

double check.

Manufacturing process under EN [ISO 13485:2016

certification:

i) Purchase management procedure
ii) Incoming material inspection procedure
ii) Material specification of foil pouch

Foil pouch is iv) Manufacture verification control

Wn
contaminated Limited delay] v) Training management procedure: pre-job training

act Id
or does not,» because the test vi) Semi-product inspection procedure: the QC Yes [] 5

result result sufficiently can be quickly department inspects the functional performance of semi No [V]
protect the performed again product and only qualified semi-products would be used

cassette for final product production.
vii) Final product inspection procedure and COA: the QC

department is responsible for the inspection of functiona

performance and physical appearance of final product
and QA will release the qualified product for sale afte

double check.
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i) Tests are intended to be used by clinical laboratory

professionals who are trained to perform in vitro tests
Incorrect Mental stress for |: ; Lo !

IncorriFalse storage and patient
ii) Prescribed storage conditions are provided on the

Yes []
ect |positi . H3 product labels 6

transportatio (temporary i . i y y No [\]
result ve In conditions discomfort) ii) The storage and transportation codition is being

’

studied in real time stability study and simulated shipping
studies.

Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the i) Tests are intended to be used by clinical laboratory

__—
severe symptoms| professionals who are trained to perform in vitro tests

Incorr|False + Because the ii) Prescribed storage conditions are provided on the
storage and ; Yes[]ect |negat . H3 patient is nof product labels 7

I transportatio . H ) ei i No [V]
result ive ih condilions

recognized as a ii) The storage and transportation codition is being
’

Covid-19 patient, studied in real time stability study and simulated shipping
he/she is treated studies.

in the wrong

department,

infecting othen

patients

i) Tests are intended to be used by clinical laboratory
-. professionals who are trained to perform in vitro tests

. [Incorrect Limited delay| L : o .

Incorr{invali ii) Prescribed storage conditions are provided on the
storage and because the test Yes []

ect |d
N

. H3 ; product labels 8
ransportatio can be quickly, b . - . : No [\]result result vr p ii) The storage and transportation codition is being
n conditions. performed again studied in real time stability study and simulated shipping

studies.
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The 10mL|

buffer is used

for test
i) Tests are intended to be used by clinical laborato

beyond 3 Mental stress for : . pn i
IncorrFalse j professionals who are trained to perform in vitro tests

-.. [months after] patient I ; fel ; Yes []ect |positi + H3 3 ii) Prescribed storage conditions are provided on the 9
opening the (temporary No [\]result ve : 3 product labels
extraction discomfort) be ” . ;

buffer ii) The open cap stability of buffer is studied.

bottle.{Option

2)

Patient is not

diagnosed as

infected by
ihe tom

Covid-19 but stil
buffer is used

for test
treated for the

event 3
severe symptoms i) Tests are intended to be used by clinical laboratory

Incorr[False
[°¢Y

+ Because the professionals who are trained to perform in vitro tests
months after . . i : 4) ¢ Yes []

ect negat| | ahi the
3 patient is not2 12 ii) Prescribed storage conditions are provided on the

No []
10

result ive SpanTy
recognized as a product labels

buffer
Covid-19 patient, ii) The open cap stability of buffer is studied.

bottle.(Option

2)

he/she is treated

in the wrong

department,

infecting other

patients
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The 10mL

buffer is used

far test
i) Tests are intended to be used by clinical laborato

. [beyond 3 Limited delay] : . pn i
Incorr(invali professionals who are trained to perform in vitro tests

months after because the test L. : rat p Yes []ect d + H3 ) ii) Prescribed storage conditions are provided on thei 11
opening the can be quickly No [\]result result
viraction SHINS Zaz product labels

buffer

P 9
ii) The open cap stability of buffer is studied.

bottle.{Option

2)

Manufacturing process under EN [SO 13485:2016

certification:

incoriDere
Limited delay i) Training management procedure: pre-job training

Y
Missing because the test ii) Final product inspection procedure and COA: the QC Yes []

ect |ed H4 : - z . J g 1 12

result resui component. can be quickly, department is responsible for the inspection of functiona No [+]
performed again performance and physical appearance of final product

and QA will release the qualified product for sale afte

double check.
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Manufacturing process under EN [SO 13485:2016

certification:

i) Buffer accelerated stability study report: the accelerated

stability study of the test kit including buffer is conducted

o study the shelf life of the test cassette and ity

accessories.

ii) Buffer's open cap stability study report

licotiFales
The

} Mental stress for iii) Buffer preparation SOP: Preservative in the Buffe

ect [posit
extraction

Ha
patient

5 solution and the filled buffer was pasteurized. The buffe Yes []
13

resuline
buffer is (temporary was filled in the clean room, and workshop environmen{ No [\]
contaminated discomfort) control.

iv) Buffer QC testing
v} Training management procedure: pre-job training
vi) Final product inspection procedure and COA: the QC

department is responsible for the inspection of functiona

performance and physical appearance of final product
and QA will release the qualified product for sale afte

double check.

Manufacturing process under EN [ISO 13485:2016

Patient is not porfifoation: ih

diagnosed a8
i) Buffer accelerated stability study report: the accelerated

infected by
stability study of the test kit including buffer is conducted

Covid-19 but stil
0 study the shelf life of the test cassette and its

treated for the pensssones. il

severe symptoms] ii) Buffer's open cap stability study report )

IncoriEune
The

}
Le Because he

iii) Buffer preparation SOP: Preservative in the Buffe

et pegat
extraction

Ha plier IE no 12
solution and the filled buffer was pasteurized. The buffe Yes [] 14

resuitive
buffer is| fecognized 8 8

was filled in the clean room, and workshop environment No [V]
contaminated

Covid-19 patient,
he/she is treated

in the wrong

department,
infecting other

patients

control.

iv) Buffer QC testing
v} Training management procedure: pre-job training
vi) Final product inspection procedure and COA: the QC

department is responsible for the inspection of functiona

performance and physical appearance of final product
and QA will release the qualified product for sale afte

double check.
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Manufacturing process under EN [SO 13485:2016

certification:

i) Buffer accelerated stability study report: the accelerated

stability study of the test kit including buffer is conducted

o study the shelf life of the test cassette and ity

accessories.

ii) Buffer's open cap stability study report

om
The Limited delay] iii) Buffer preparation SOP: Preservative in the Buffe

extraction because the test solution and the filled buffer was pasteurized. The buffe Yes []
ect fd

luff ish be quick filledin the cl d workshop
envi

No [vi['®
result result

Puffer is can be quickly was filled in the clean room, and workshop environmenf of
contaminated performed again control.

iv) Buffer QC testing
v} Training management procedure: pre-job training
vi) Final product inspection procedure and COA: the QC

department is responsible for the inspection of functiona

performance and physical appearance of final product
and QA will release the qualified product for sale afte

double check.

The non-

intergrated

oom Ss extraction User get contact

: ._ ftube falls and with poured Work station is provided to place the non-intergrated Yes []ation [ation
h

H5
buffer:

: L

b
3

N
16

Flss [iam
the

) uffer/specimen
extraction tube. ov]

rd rd buffer/specim and get infected

en pours.

(Option 2&3)
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Manufacturing process under EN [SO 13485:2016

certification:

i) Purchase management procedure: the qualification of

supplier and CE cetificate of sterile swab was inspected.

ii) Incoming material inspection procedure: Incoming QC

inspect each lot of sterile swab.

Cont [Cont tpi
i ii) Material specification of sterile swab

; Patient's nostril 1 ro

:

n rad

amin [amin [The sterile
get contact with

iv) Training management procedure: pre-job training
Yes]

ation [ation [swab isH5
noises Swab

12 v) Semi-product inspection procedure: the QC
No 1

7

Haza [Haza [contaminated
and ast infected

department inspects the functional performance of semi

rd rd
9

product and only qualified semi-products would be used

for final product production.
vi) Final product inspection procedure and COA: the QC

department is responsible for the inspection of functiona

performance and physical appearance of final product
and QA will release the qualified product for sale afte

double check.

i) Tests are intended to be used by clinical laboratory

professionals who are trained to perform in vitro tests
Use test, Mental stress for I> ; i b

Incorr|False : ii) Prescribed storage conditions are provided on the
~.. [puffer and/or patient Yes []

ect |positi H6 3 product labels. 18
control after (temporary = i 3 y ; No [V]

result ve : iii) The shelf life is determined according to accelerated
expired date discomfort)

stability study result.The real time stability study and

simulated shipping stability study is being studied.
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Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

severe symptoms|

i) Tests are intended to be used by clinical laboratory
professionals who are trained to perform in vitro tests

Incorr[False
Ise os}, + Because the ii) Prescribed storage conditions are provided on the
buffer and/or ; Yes []

ect |negat H6 patient is not2 12 product labels. 19
control after ’ kb ; ; No []

result ive
SEER recognized as a ii) The shelf life is determined according to accelerated

p
Covid-19 patient, stability study result. The real time stability study and

he/she is treated simulated shipping stability study is being studied.

in the wrong

department,

infecting other

patients

i) Tests are intended to be used by clinical laboratory

Use tes Limited dal professionals who are trained to perform in vitro tests

Incorr(invali
’ y

ii) Prescribed storage conditions are provided on the
buffer and/or because the test Yes []

ect d HE ; 3 product labels. 20
control after can be quickly] i; oe 3 ; ; No []

result result
wnired dais lTained Sas

iii) The shelf life is determined according to accelerated
p P 9

stability study result.The real time stability study and

simulated shipping stability study is being studied.

IncorrDelay
Limited

delay i) Tests are intended to be used by clinical laboratory
The test is because the test i . ora Yes[]ect led
TR

H7
can bBo auick

1 professionals who are trained to perform in vitro tests.
No []

21

result result
a y

ii) The symbol for single use is provided on the labels.
performed again
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The operator
collect throat

Mental stress for i) The correct sample type is indicated in product name
incom Folss tpeieman atient and Package Insert Yes []ect |positi instead ofH8 Pp "

9 oT 7 ; 2 1 22

(temporary ii) The correct sampling method is described in Package No [\]resultive nasopharynx. ;

discomfort) Insert.
Incorrect

sample type

Patient is not

diagnosed as

infected by
Covid-19 but still

The operator treated for the

collect throat severe symptoms . boo, Hoc "

Incorr[False [speicmen + Because ihe i) i ope Sais type is indicated in product name

ect |negatfinstead ofH8 patient is  not2 [POR SGag0 Insel
z ; " 2

Yes []
23

a ii) The correct sampling method is described in Package No [V]resultive  [hasopharynx. recognized as a
i: 5 nsert.

Incorrect Covid-19 patient,
sample type he/she is treated

in the wrong

department,
infecting other

patients

53

1261257



Incorr

ect

result

False

negat
ive

The operator
is not well

trained for

nasopharynx
speicmen
collection

and can not

collect

enough
specimen
while

collection.

Jo8

Patient is not

diagnosed as|

infected by|
Covid-19 but still

treated for the

severe symptoms|
+ Because the

recognized as a

Covid-19 patient,
he/she is treated

in the wrong

department,
infecting other,

patients

patient is nof2

i) The sample volume flex and operation method ig

verified and validated.

Insert.

ii) The specimen collection method is detailed in Packages
Yes []
No [+]
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Incorr

ect

result

False fs used for

negat specimen
ive [storage and

T™

containing
guanidinium

antigen in

swab gets
deterioted.

Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

severe symptoms|
+ Because the

recognized as a

Covid-19 patient,
he/she is treated

in the wrong

department,

infecting other

patients

patient is not2

P| states do not use VTM should not contain guanidinium
(e.g.  Guanidine

isothiocyanate)
Hydrochloride and Guanidine!

Yes []
No [+]
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Specimen is]

Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

severe symptoms| P| states that minimal dilution of the sample is

Incorr[False uss wii + Because the recommended, as dilution may result in decreased test
Yes]

ect |negat H8 patient is not2 12 sensitivity. Whenever possible, 1 milliliter or less should? 26
' cause false J : ; 7 Tl

die No [V]
result ive

hoagie recognized as a be considered to avoid excessive dilution of the patient's]

fo Covid-19 patient, specimen.
.

he/she is treated

in the wrong

department,

infecting other

patients

The storage
condition of

Swans in Mental stress for i) Tests are intended to be used by clinical laboratory
Incorr|False VTM is| ; i or

jis patient professionals who are trained to perform in vitro tests. Yes []
ect |positi beyond theH8 2 of 4 ih . 27

(temporary ii) The VTM specimen storage condition was was studied No MM
Pose xponied

discomfort) and output into Package Insert
storage

p J

condition and

deterioted.
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The storage
condition off

Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

Inco False Sys n FS i) Tests are intended to be used by clinical laboratory
ect |negateyond  theH8 patient is nof2 professionals who are trained to perform in vitro tests.

i

Yes []
bg

resultfve [expected recognized as a
i) The VTM specimen storage condition was was studied No [V]

storage Covid-19 patient,
and output into Package Insert.

condition and he/she is treated

deterioted. in the wrong

department,

infecting other

patients

The storage
condition of

licoriinvall She P Limited delay i) Tests are intended to be used by clinical laboratory

ect d beyond  thelH8
because the test professionals who are trained to perform in vitro tests. Yes []

bg

result [result expected
can be quickly ii) The VTM specimen storage condition was was studied No [V]

storage
performed again and output into Package Insert.

condition and

deterioted.
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Incorr False

The

specimen is

stored Mental stress for i) Tests are intended to be used by clinical laboratory

oct ositi
beyond the

Hs
patient professionals who are trained to perform in vitro tests. Yes []

20

resi be expected (temporary ii) The specimen stability was studied and output into No [V]
storage discomfort) Package Insert.

condition and

deterioted.

Patient is nof]

diagnosed as|

infected by]

The
Covid-19 but still

: ; treated for the
[EDecinen. 15

severe symptoms
stored i) Tests are intended to be used by clinical laboratory

Incorr|False + Because the ; 1 ae

beyond the ; » professionals who are trained to perform in vitro tests. Yes []
ect |negat H8 patient is nof2 / ; ; 31

expected . ii) The specimen stability was studied and output intg No [V]
result ive recognized as a

storage 4 ) Package Insert.
i) Covid-19 patient,

condition and >

J he/she is treated
deterioted.

in the wrong

department,

infecting other

patients
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Incorr Invali

The

specimen is

stored Limited delay] i) Tests are intended to be used by clinical laboratory

oct ld
beyond the

Hs
because the test > professionals who are trained to perform in vitro tests.

:

Yes []
20

resuliosnil
expected can be quickly] ii) The specimen stability was studied and output into No [V]
storage performed again Package Insert.

condition and

deterioted.

Patient is not

diagnosed as|

The swab infected by|

specimen Covid-19 but still

and the treated for the

extraction severe symptoms|

Ligae wid whi —wi i 3 12 The corrected operate step to mix is detaled in PI with, Yes [] ha
: illustration. No [V]resultive [and cause recognized as a

false

negative
result.

(Option 1)

Covid-19 patient,
he/she is treated

in the wrong

department,

infecting other

patients
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The

specimen
after

extraction Mental stress for i) Tests are intended to be used by clinical laboratoryIncorr|False : : a Ca

Were patient professionals who are trained to perform in vitro tests. Yes []ect |positi | H8 A . . . 34

improperly (temporary ii) The specimen stability after extraction was studied and No [\]result ve ; ;

stored and discomfort) output into Package Insert.

deteriorated.(
Option1&2&3

Patient is not

diagnosed as|

infected by|

oS Covid-19 but stil

pres treated for the

Leora
extraction peysis sVuptons i) Tests are intended to be used by clinical laboratory
were , 2 professionals who are trained to perform in vitro tests. Yes []ect |negat| H8 patient is nof2 i. ; fo : y 2 35

; improperly f ii) The specimen stability after extraction was studied and No [\]result ive recognized as a
stored and

deteriorated. (

Option1&2&3

Covid-19 patient,
he/she is treated

in the wrong

department,
infecting other

patients

output into Package Insert.
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The

specimen
after

. extraction Limited delay| i) Tests are intended to be used by clinical laboratory
Incorr{invali : : a

were because the test professionals who are trained to perform in vitro tests. Yes []ect d A H8 I A . . . 36

improperly can be quickly ii) The specimen stability after extraction was studied and No [\]result result : ;

stored and performed again output into Package Insert.

deteriorated.(
Option1&2&3

The VTM

pontainng Mental stress for i) Describe and bold in Package Insert that allowing the
Incorr|False the swab) ’ . oh

rol . patient est or extracted specimen to equilibrate to room Yes []
ect |positi specimen H8 ; © 1 37

(temporary emperature prior to testing. No [\]
result ve [does not : ” : p ; ; ’ 1

discomfort) ii) Operation enviroment is verified during design control.
reach room

temperature.
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Patient is not

diagnosed as|

infected by]
Covid-19 but still

The VTM treated for the

incon False Ls FS i) Describe and bold in Package Insert that allowing the

, ; r test or extracted specimen to equilibrate to room Yes []
ect |negatispecimen H8 patient is not2 12

iernaraiuie pric io esi
2

No [V]
38

result ive (does not recognized as a ” ne ti
abi na. ified during desi Ho

oady Toot Covid-19 patient,
ii) Operation enviroment is verified during design control.

temperature. he/she is treated

in the wrong

department,

infecting other

patients

The VTM

Uneoirivei og IY Limited delay i) Describe and bold in Package Insert that allowing the

ect Id Lvecinen Hs
because the test

a
test or extracted specimen to equilibrate to

room, Yes []
9

WY oe not
can be quickly] temperature prior to testing. No [\]

roach Toon
performed again ii) Operation enviroment is verified during design control.

temperature.
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The test or

extracted
Mental stress for i) Describe and bold in Package Insert that allowing the

A wo a patient
1 a

test or extracted specimen to equilibrate to
room,

Yes []
40

result ive  |equilibrate to feporary fempernilie no i losing. : . :

No [\]

aah discomfort) ii) Operation enviroment is verified during design control.

temperature.

Patient is not

diagnosed as|

infected by]
Covid-19 but still

The test or treated for the

IneotiFalse Sra is paying i) Describe and bold in Package Insert that allowing the

. > est or extracted specimen to equilibrate to room Yes []
ect |negatnot H8 patient is not2 12 Joy eralure Bier 6 tesin

2
No []

41

result ive |equilibrate to recognized as a
p p 9.

room

temperature.

Covid-19 patient,
he/she is treated

in the wrong

department,

infecting other

patients

ii) Operation enviroment is verified during design control.
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The test or

Incorrlinvali wd is
Limited delay i) Describe and bold in Package Insert that allowing the

ect ld Se Hs
because the test test or extracted specimen to equilibrate to

room,
Yes []

42

result [result |equilibrate to
gan be ouickly temperature prior fo testing. No []

q
performed again ii) Operation enviroment is verified during design control.

room

temperature.

The VTM|

leoiiFaes Li Mental stress for i) The sample volume flex and operation method ig

Hr 3 patient verified and validated. Yes []
ect |positi the extractionH8 ”

i

Th
:

lect hod is detailed in Pack 1
No []

43

resultve tube ie too (temporary ii) The specimen collection method is detailed in Package of

discomfort) Insert.
much or not

enough.
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Patient is not

diagnosed as|

infected by]
Covid-19 but still

The VTM treated for the

Goi Falseel io FS i) The sample volume flex and operation method is

ect |negatlthe extractionH8 patient is not [verified and validated. . rr 0
Yes [1l,4

esultive tube is tool recognized as a
ii) The specimen collection method is detailed in Package] No []

much or not Covid-19 patient,
Inset.

enough. he/she is treated

in the wrong

department,

infecting other

patients

The

extraction

incor False ng ad Mental stress for i) The sample volume flex and operation method is

ect |positi [extraction ~~ |H8
pafen verified and validated. ) Lo "

Yes
[1,5

osultive tube Is ‘tod (temporary ii) The specimen collection method is detailed in Package No [\]
discomfort) Insert.

much or not

enough.
(Option 2&3)
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Incorr

ect

result

False

negat
ive

The

extraction

buffer added

into the

extraction

tube is too

enough.
(Option 2&3)

much or not

Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

severe symptoms|
+ Because the

patient is nof

recognized as a

Covid-19 patient,
he/she is treated

in the wrong

department,

infecting other

patients

i) The sample volume flex and operation method is

verified and validated.

Insert.

ii) The specimen collection method is detailed in Package?

Insuff

icient

Traini

ng

False

positi
ve

Operator
doesn't read

Pl completely)
before use

I

Mental stress fo

patient
(temporary
discomfort)

Describe in "Precaution" of Package Insert that Package

jy
must be read completely before performing the

est.
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Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

severe symptoms|

aus False ie + Because the Describe in "Precaution" of Package Insert that Package]
Yes]

..[negat H9 patient is nof 12 Insert must be read completely before performing the2 48
Traini | Pl completely

ized
No [V]

ng
ive |fore use recognized as a fest.

Covid-19 patient,
he/she is treated

in the wrong

department,

infecting other

patients

Insuff . [Operator Limited delay] A. Cw

icient Invali boost tend Besalsy the tosh
Describe in "Precaution" of Package Insert that Package Yes]

Traini
H9 | 3 Insert must be read completely before performing the(l 49

raini|
uit

Pl completely) can be quickly a No []
ng before use performed again

’
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The swab is

not disposed
according to

Hospital
personnel might

tion of hospital

personnel

Insuff Cont [coal
come in contact

icient
ain ia [pith It is the responsibility of the hospital that the rules within Yes []

. lation H9 contaminated 9 ' ; 3 50
Traini oat and cause

ost oi
he hospital are followed No [V]

ng
lq ohSD raat fossa

iniss

a, ion of hospital
fopiion

personnel
18283)

Hospital

(eer does
personnel might

Insuff oo not follow the wii
In; Goniacy

icient|_,. (disposal off " It is the responsibility of the hospital that the rules within Yes []

Traini Hd biohazard of? iia of

2 fo hospital are followed
3

No [\]
39

ng the .

d bushi accessories.Infec
institution.
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Package's

Incorr|False el i Mental sires To

aL patient Package insert of the test was reviewed under the scope Yes []
ect |positi [full H10 1 3 ; to 4 52

; (temporary of risk management and usability evaluation. No [V]resultive [compliance discomfort)with IVD &

EN ISO

Patient is not

diagnosed as|

infected by|
Covid-19 but still

Package's treated for the

insert not severe symptoms|
Incorr|False [reviewed for + Because the - ,

ect [negatffull H10 patient is not2 12 Package insert of the test was reviewed under the scope, Yes []
53

, ’ of risk management and usability evaluation. No [\]
result ive |compliance recognized as a

with IVD & Covid-19 patient,
EN ISO he/she is treated

in the wrong

department,
infecting other

patients
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Package's

insert not|
Limited delay

Incom|avall fovigwed. ‘for
because the test Package insert of the test was reviewed under the scope Yes []

ect d full H10 ; ; to 4 54
; can be quickly] of risk management and usability evaluation. No [V]result result compliance

STTOTIEd Som
with IVD &

P 9

EN ISO

Operation i) Tests are intended to be used by clinical laboratory
instructions professionals who are trained to perform in vitro tests.

is too Mental stress for ii) Simplify and verify operation steps based on design
IncorrFalse

|
}

| d vy
ect [posit

complex on
14

patient contro procedure. } h
es[]

55
the user to (temporary iii) Package insert of the test was reviewed under the No [V]

result ve : ; : ;

get the exact discomfort) scope of risk management and usability evaluation.

information

[from the PI.

iv) The operation illustration is presented in Package
Insert.
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Operation
instructions

is too

Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

severe symptoms|

i) Tests are intended to be used by clinical laboratory
professionals who are trained to perform in vitro tests.

ii) Simplify and verify operation steps based on design
Incorr + Because the

oct complex for
plient I8 nol control procedure. } b

the user to ; ii) Package insert of the test was reviewed under the
result recognized as a ; Lo .

get the exact : J scope of risk management and usability evaluation.
; i Covid-19 patient, : a a, :

information : iv) The operation illustration is presented in Packagehe/she is treated
[from the PI. . Insert.

in the wrong

department,

infecting other

patients

Operation i) Tests are intended to be used by clinical laboratory
instructions professionals who are trained to perform in vitro tests.

I
is too Limited delay) ii) Simplify and verify operation steps based on design

ncorr

ect
complex for because the test control procedure. } 4

result
the user to can be quickly, iii) Package insert of the test was reviewed under the

get the exact

information

[from the PI.

performed again scope of risk management and usability evaluation.

iv) The operation illustration is presented in Package
Insert.

a
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User . : oo

g ; Mental stress for i) Tests are intended to be used by clinical laboratory

Joe Pale Ts an toH12 patient 1
professionals who are trained to perform in vitro tests. Yes []

58

resultve operational (temporary ii) It is the responsibility of the laboratory that the rules No [M

HOTS: discomfort) within the laboratory are followed.

Patient is not

diagnosed as

infected by
Covid-19 but still

treated for the

Ico False hs ai gl i) Tests are intended to be used by clinical laboratory

ect |negat|leads toH12 patient is  not2 professionals who are trained to performin vitro tests. Yes []
50

resultfive [operational recognized as a ii) It is the responsibility of the laboratory that the rules No [\]

errors. Covid-19 patient,
within the laboratory are followed.

he/she is treated

in the wrong

department,
infecting other

patients

incorminvali SS in Limited delay| i) Tests are intended to be used by clinical laboratory

ect ld leads toH12
because the test professionals who are trained to perform in vitro tests.

1
Yes [] 50

result [result operational
can be quickly ii) It is the responsibility of the laboratory that the rules No [\]

(STIOLG. performed again within the laboratory are followed.
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Hospital
User personnel might

Cont cont
distraction come in contact

atin: Emin
leads to) with i) Tests are intended to be used by clinical laboratory

i 4 sample contaminated professionals who are trained to perform in vitro tests. Yes []
ation [ation

feak
H13 3 12 i

It
is

th ibili f the [aberak that th I
3 12

No 1]
61

Haza lhazar[S2kage.
test

}

or ii) t is the responsibility of the laboratory that the ruleg of

rd d laboratory accessories. within the laboratory are followed.

personnel Infection of

get infected. hospital

personnel

(User doesit
i) Instruction in PI that only the extraction buffer and

Income use the
Mental stress for specimen collection tube provided in the kit is to be used

Hr . patient for swab specimen preparation. Yes []
ect |positi [accessories [H14

”
1 2 i

In "P
ions”

and "Limitations" indi t st
1 2

No []
62

resultive provided In (temporary ii) n recautions an imitations” in icates no store of

kit discomfort) specimens in VTM and not test with extracted specimens

for PCR tests.
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User doesn't

Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

severe symptoms|
i) Instruction in PI that only the extraction buffer and

specimen collection tube provided in the kit is to be used
IncorrFalse [use the + Because the

or Evol SOECIiEh BIeHEalon Yes]
ect |negatlaccessories H14 patient is nof ha BT DO: oor

cout 2 63
: : ; i) In "Precautions" and "Limitations" indicates not store No [V]

result ive [provided in recognized as a ” : ’ :

y : J specimens in VTM and not test with extracted specimens
kit Covid-19 patient, for PCR tests

he/she is treated
®

in the wrong

department,

infecting other

patients

User dossit
i) Instruction in PI that only the extraction buffer and

Incortinvali lise the
Limited delay] specimen collection tube provided in the kit is to be used

ect Wo nccosnation. Hd
because the test for swab specimen preparation. 1

Yes [] 64

result leauerovided i
can be quickly i) In "Precautions" and "Limitations" indicates not store No []

pr performed again specimens in VTM and not test with extracted specimens
for PCR tests.

sor read
Mental stress for

Incorr|False the result] atient
i) The reading time flex is studied during design contro

Yes []
ect |positi beyond theH15

p
process. x

65
(temporary i CL . No [V]

result ve  [recommende
Hiscomion

ii) The proper reading time is put in Package Insert.

d time frame
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The complex i) Tests are intended to be used by clinical laboratory

incor False
instructions Mental stress for professionals who are trained to perform in vitro tests.

-.. lead to) patient ii) Package insert of the test was reviewed under the Yes []
ect |positi | .H15 1 : Hs ) 1 66

result ve interpretation (temporary scope of risk management and usability evaluation. )

No [\]
errors and discomfort) iii) The illustration of results interpretation is presented in

false results. Package Insert.

Patient is not

diagnosed as|

infected by|
Covid-19 but still

The complex
frosted Sor 99

i) Tests are intended to be used by clinical laboratory
3 : severe symptoms| : : ee

instructions professionals who are trained to perform in vitro tests.
IncorrFalse + Because the - g ;

lead to) ; + ii) Package insert of the test was reviewed under the Yes []
ect |negat| .H15 patient is not2 ; ~» . 2 67

interpretation ’ scope of risk management and usability evaluation. No [\]
result ive recognized as a

errors and

false results.
Covid-19 patient,
he/she is treated

in the wrong

department,
infecting other

patients

iii) The illustration of results interpretation is presented in

Package Insert.
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The complex i) Tests are intended to be used by clinical laboratory

incertlnvaii instructions Limited delay professionals who are trained to perform in vitro tests.

lead to) because the test ii) Package insert of the test was reviewed under the Yes []
ect |d : wma 15 ; 1 2 2 : a y 1 1 2 2 68

interpretation can be quickly] scope of risk management and usability evaluation. No [\]result result : [= ; ) i fe ;

errors and performed again iii) The illustration of results interpretation is presented in

false results. Package Insert.

The operator

pollagt il Mental stress for i) The correct sample type is indicated in product name
Incorr|False [speicmen i

ji patient and Package Insert. Yes []
ect |positi instead ofH16 1 1 2 2 [: . 5 . " 1 1 [2 2 69

(temporary ii) The correct sampling method is described in Package No MM
result ve nasopharynx. ay

discomfort) Insert.
Incorrect

sample type
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The operator
collect throat

Patient is not

diagnosed as|

infected by]
Covid-19 but still

treated for the

severe symptoms|
i) The correct sample type is indicated in product name

IncorrFalse [speicmen + Because the
ond Packeae Ineo Yes]

ect |negatjinstead ofH16 patient is  not2 5

9 an ; : " 2 70
; ii) The correct sampling method is described in Package No [V]

result ive  [hasopharynx. recognized as a
i: i nsert.

Incorrect Covid-19 patient,

sample type he/she is treated

in the wrong

department,

infecting other

patients

The device is

misused, BY
i) Tests are exclusively sold to professional users. Lay-

people other Mental stress for
Incorr|False

fhan trained alien
users do not have access to the test.

Yes []
ect |positi |. H16

p
ii) Instruction in "Intended use" of PI that test result should 71

clinical (temporary ; : No [V]
result ve : not be used as the sole basis for tratment or patient

laboratory discomfort)

professionals
management decisions.

Eid
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Patient is not

diagnosed as|

infected by]
Covid-19 but still

[Tie device is)
treated for the

misused by
people other

severe symptoms i) Tests are exclusively sold to professional users. Lay
Incorr[False

ban  imined
+ Because the users do not have access to the test.

Yes]
ect |negat Clinical

H16 patient is not2 2 3 12 ii) Instruction in "Intended use" of PI that test result should? 2 PR 8
No [V]

72

result ive
its oi recognized as a not be used as the sole basis for tratment or patient

Wy Covid-19 patient, management decisions.
professionals he/she is treated

in the wrong

department,

infecting other

patients

The device is

misused by i . :

loeople other] Limited delay
i) Tests are exclusively sold to professional users. Lay-

Incorr(invali fhan trained because the (@sl
users do not have access to the test.

Yes []
ect |d ie H16 ; 1 3 3 ii) Instruction in "Intended use" of PI that test result should1 1 2 2 73

clinical can be quickly] ; : No [V]
result result : not be used as the sole basis for tratment or patient

laboratory performed again

professionals
management decisions.
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7.3 Usability Risk Evaluation

7.3.1 Risk Assessment Levels

Level Safety Risk Description
Risks in this region exceed the risk acceptability

criterion and cannot be tolerated.

Unacceptable Resolution Required — Risk reduction, re-

design, do not release.

Risks are evaluated or reduced to As Far As

Possible.

AFAP According to Directive 98/79/EC and EN ISO

As Far as possible 14971:2012, all risks have to be reduced as far

as possible without there being room for

economic considerations.

Risk is considered to be negligible compared to

the risk of other hazards.
Acceptable

7.3.2 Risk Acceptability

Detection & Probability

Negligible Marginal Critical Catastrophic

Severity

7.3.3 Risk Evaluation

Total Risk Number:73

Risk Levels Initial number Residual number Percentage of total risks

Unacceptable 0 0 0

AFAP 16 1 0

Acceptable 57 72 98.6%

78



Statistical Histogram

80
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Unacceptable AFAP Acceptable

HM Initial number MB Residual number

Statistical Pie Chart

Initial number

B Unacceptable ® AFAP ® Acceptable

Residual number

®m Unacceptable m AFAP ® Acceptable
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7.4 Usability Risk Control

7.4.1 Risk Control Option Analysis

Control Taken During (Taken During [Taken after Protective Is it technically

measure Product Manufacturing [Manufacturing Measures possible to

Development decrease the

risk further?

Justify

Material No. Procedure

specification ofYes Yes - - Sg og
with

sterile swab
13485:2016

Training No. Procedure

management I Yes " I

complies with

procedure:  pre- EN ISO

job training 13485:2016

Semi-product
inspection
procedure: the

QC department

i :

the No. Procedure
unctiona : :

performance  ofi- Yes - - ls
with

semi-product and

semi-products
would be used

for final product
production.
Final product
inspection
procedure and

COA: the QC

department is

responsible for No. Procedure
the inspection of

complies with

functional EN ISO

Dynsnas
an vos

13485:2016

appearance of and EN

final product and 13975:2003

QA will release

the qualified
product for sale

after double

check.

No. Device

Instruction in PI development

says that the test under the

should belvas 8 ’ -
requirements

discarded of EN ISO

according to local 18113-12011

regulations. and EN ISO

18113-2:2011
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Tests are

intended to be

used by clinical

laboratory

No. This

measure

prevents the

test to be used

professionals
Yes F § Vos

by non clinical
who are trained lab
to perform in vitro professional
tests.

users.

The

id as No.
The clinical

protective a

clothing such as professionals
lab coats, - - Yes know how to

disposable protect
gloves and eye themselves by
protections when wearing.
specimen are

assayed.
It is the

responsibility of No. The clinical

the laboratory lab

that the rules- - - Yes professionals
within the, know GLP

laboratory are rules

followed.
No. Device

The symbol for development

single use
ISvas I ] I under the

provided on the requirements

labels. of EN ISO

15223-1:2016

No. Procedure

provided on the

product labels

Purchase
complies with

management - Yes - -

EN ISO
i

13485:2016

Incoming No. Procedure

material Yes
complies with

inspection il
i i

EN ISO

procedure 13485:2016

Maledial No. Procedure

specification  ofYes Yes - - Spies
with

fol pric
13485:2016

Manuf
No. Procedure

anufaciure complies with
verification - Yes - -

EN ISO
trola

134852016

Prescribed No. Device
storage
conditions ~~ areYes Yes - - Gok a

requirements
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of EN ISO

15223-1:2016

The storage and -

transportation
No. Device

codition is being development
studied in realy, . ,

under the

time stability requirements
study and of EN ISO

simulated 23640:2015
shipping studies.

Buffer

accelerated

stability study]

report: the No. Device
accelerated development
stability study of

under the
the test kifYes - -

:

including buffer is requirements

conducted to of EN ISO

study the shelf 23640:2015

life of the test

cassette and its

accessories.

No. Device

Buffer's open cap vain
stability studylYes - -

:

report requirements
of EN ISO

23640:2015

Buffer

preparation SOP:

Preservative in

shipping stability
study is being
studied.”

i.io Bu No. Procedure

buffer was filedYes Yes .

complies wiih

in the clean
EN ISO

room, and 13485:2016

workshop
environment

control.

No. Procedure

complies with
Buffer QC testing Yes Yes

EN ISO

13485:2016

The shelf life is

determined

accordin to
:

wincind F No. Device

stability study] development
result. The realy oo 8

under the

time stability requirements
study and of EN ISO

Simiisted 23640:2015

83

1261257



No. Device

The correct ovebpmiontsample type is uncer ine

indicated in requirements
product name

YS Yes A i

of EN ISO
and Package 18113-1:2011

Insert. and EN ISO

18113-2:2011

No. Device
development

The correct under the

sampling method requirements
is described in'CS Yes j i

of 18113-

Package Insert. 1:2011 and EN

ISO 18113-

2:2011

No. Device
The sample development
volume flex and

under the
operation methodYes - - -

.

t
is verified and FCOUremarnis

validated. Nir.

No. Device

development
The specimen under the

collection method, y
requirements

is detailed ins 9s i i

of EN ISO

Package Insert. 18113-1:2011

and EN ISO

18113-2:2011

No. Device

development

ne Coli under the

ility Wi :

uded  andves Yes iris
output into oO
Package Insert. foiA)=

1

an

18113-2:2011

No. Device

The specimen development

stability after under the

extraction was requirements
studied and’ ©S Yes 3 i

of EN ISO

output into 18113-1:2011

Package Insert.
and EN ISO

18113-2:2011

Eo Path No. Davies
I

Insert thatlYes _ " Yes Sloysiopaiont
allowing the test

un er 8

or extracted requirements
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specimen to of EN ISO

equilibrate to 13485:20186,

foo are prior
EN 150 18118

i 1.2011 and EN
to testing.Piegng

ISO 18113-

2:2011

No. Device

Operation development

enviroment iS " I

under the

verified during requirements
design control. of EN ISO

13485:2016

Describe in No. Device
"Precaution" of development
Package Insert under the
that Package .

Insert must be- - Yes Ye pons
read completely]

0

before 18113-1:2011

performing the and EN ISO

test. 18113-2:2011

No. Device

Package insert of development

er os ander fhe
view! u .

the scope of riskYes - - fea ramon
management and

4

usability 14971:2012

evaluation. and IEC

62366-1:2015

oo

No. Device

Simplify and development
verify operation under the
steps based onYes - -

:

design control requirements

procedure. of EN ISO

13485.2016

No. Device

development
The operation under the

illustration iSg
requirements

presented in ii
B

of EN ISO

Package Insert. 18113-1:2011

and EN ISO

18113-2:2011

Instruction in PI

that only the
l

extraction buffer No. There is no

and specimen other way to

collection ~~ tubelYes - Yes restrict the use

provided in the kif

is to be used for

swab specimen

preparation.

of ather

buffers.
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In "Precautions'

and "Limitations'

indicates not

store specimens,

No. There is no

other way to

in VTM and not- - - Yes restrict the use

test with of other
extracted buffers
specimens fof

’

PCR tests.

No. Device

The reading time) development
flex is studied, . n I

under the

during design requirements
control process. of EN ISO

13485:2016

No. Device

development
The proper under the

reading time |i requirements
put in Package]! ©° Yes 5 i

of EN ISO

Insert. 18113-1:2011

and EN ISO

18113-2:2011

No. Device

development
The interpretation under the

of results Sivas a . i

requirements
detailed in of EN ISO

Package Insert. 18113-1:2011

and EN ISO

18113-2:2011

No. Device

development
The illustration of under the

RO is- - - - Jaguirameris
presented in

of EN ISO
Package Insert. 18113-1:2011

and EN ISO

18113-2:2011

Tests are
.

exclusively sold No. There is no

to professional other way to

users. Lay-usersiYes - Yes - prevent non-

do not have intended user

access to the from the tests.
test.

Instruction in
.

"Intended use" of No. There is no

PI that test result other way to

should not bel - - Yes impose
used as the sole

basis for tratment

or patient]

restriction on

intended use.
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management
decisions.

The open cap
No. There is no

other way to
stability of buffer -

:

is pi yes
es

verify the

buffer stability.

Work station is No.The work

provided to place station can

the non-Yes - Yes prevent

intergrated specimen or

extraction tube. buffer pour
Pl states do not

as Vo Sn No. There is no

(e.g. GuanidineYes , Yes other way to

Hydrochloride restrict the use

and ~~ Guanidine od VTM.

isothiocyanate)
Pl states that

minimal dilution

of the sample is|

recommended,
as dilution may

result in

decreased test No. The

sensitivity. acceptable
Whenever Yes - Yes dilution in VTM

possible, 1 sample has
milliliter or less] been verified.
should be

considered to

avoid excessive

dilution of the

patient's
specimen.

No. There is no
The VM other way to

es ion study the VIM

[as cudied and
Yes - Yes specimen

output into storage
Package Insert. condition and

stability.

The corrected No. There is no

operate step to more way to

mix is detaled inYes - Yes make the

PL with instruction

illustration. more clear.

Describe and

bold in Package :

Insert thatYes - Yes No. This stop

allowing the test
is clear to user.

or extracted
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specimen to

equilibrate to

room

temperature prior
to testing.

No. Device

Operation development

enviroment iSies ’ y Yes
under the

verified during requirements
design control. of EN ISO

13485:2016

No. Device

iS Rog development
operation methodYes - - Yes under the

‘
is verified and requirements

validated. of EN ISO

13485:2016

No. Device

The specimen development
collection method under the

is detailed in! CS e 4 Yes
requirements

Package Insert. of EN ISO

13485:2016

7.5 Usability Residual Risk Evaluation

Residual Risks
|

Acceptable?
"

Justification

1261257

False positive Yes The severity of the risk is

negligible
False negative

Delayed results

{Invalid result

Contamination hazard

Yes

Yes

Yes

88

Though the severity of the risk

can be very high, since the test

is intended for professional use

and the professionals in the field

are aware of the diagnostic
limitations of antigen tests, the

probability that the user will use

a different technology to confirm

(not) the results is very high
The severity of the risk is

negligible
Based on the current

knowledge, it is assumed that

hospitals are able to control the

risk of bio-hazards as related

|

incidents are not known



7.6 Usability Risk / Benefit Analysis

Residual Risks Highest Risk Score
|

Benefits Highest Benefit Value

Score (Low, Medium,

High)
False Positive Acceptable Quick access to results | High benefit value

High diagnostic
'

High benefit value

sensitivity for the target

patients |

Easy to use | High benefit value

False Negative Acceptable Quick access to results | High benefit value

High diagnostic
|

High benefit value

specificity for the target

|

patients
|

| Easy to use
| High benefit value

Delayed Results Acceptable Quick access to results | High benefit value

{Invalid result Easy to use
|
High benefit value

Contamination hazard Acceptable
| Easy to use

| High benefit value

| Quick access to results | High benefit value

High diagnostic High benefit value

sensitivity for the target

patients
High diagnostic High benefit value

specificity for the target

patients

Easy to use
| High benefit value

7.6.1 Usability Conclusion

Risk for false positive, false negative, delayed results, contamination hazard are considered

acceptable whereas the tests offers four (4) high value benefit.

7.7 Risks Arising from Risk Control Measures

No new risk is generated from the risk control measures.

7.8 Completeness of Usability Risk Control

We herewith state that to the best of our knowledge, all usability risks associated with the COVID-19

Antigen Rapid Test have been identified, evaluated and reduced to acceptable level.

7.9 Evaluation of Overall

Evaluation

Residual Risk Acceptability of Usability

Overall, the risks associated with the usability have been reduced to acceptable and the test provides
four (4) high value benefits. Therefore, we consider that the test benefits outweigh the test risks when

used as claimed by the manufacturer.
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8 Accompanying document

The most important accompanying document for this product is Package Insert.
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9 Training and materials for training
The clinical laboratory users should be trainded to collect Nasopharyngeal Swab

specimen and get familler with the use of this product. This package insert must

be read completely before performing the test.
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10 Usability Evaluation Report

1261257

Provided or not Location

Usability engineering process | Provided Section 2

- application specification Provided Section 2.1

- frequently used functions Provided Section 2.1.2.1

- identification of hazards and | Provided Section 2.1.3

hazardous situations related

to usability
- primary operating functions | Provided Section 2.1.2

- usability specification Provided Section 2.3

- usability validation plan Provided Section 3

- user interface design and Provided Section 4

implementation
- usability verification Provided Section 5

- usability validation Provided Section 6

Residual risk Provided Section 7

Information for safety . Provided Section 2.2.1

Accompanying document Provided Section 8

Training and materials for Provided Section 9

training
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Change History Summary

Revision Description By Effective Date

VO1 Initial version Nancy Sun 2020.08.04

Update according to
V02

EN 62366. 2000 Nancy Sun 2020.10.02
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