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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
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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
SolL, Trg%nég)oo = in 10mL buffer bottle / z /
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 Applicalie
No. ltems Function . regulation or
involved
standards
. The cassette design
Test rapid includes sample
1 chromatographic 3 ; 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 B I8 TR L20
P and effect by jetting ENISO 18113-2:2011
environment EN ISO 15223-
1:2016
MDD 93/42/EEC
- EN ISO 18113-1:2011
erile : .
3 o Specimen collection Label EN ISO 18113-2:2011
EN IS0 15223-1:2016
Fix the extraction
Work tube to prevent it
- Station from moving or N Hirs
tilting
Integrated VDD 98/79/EC
buffert:]ube EN ISO 18113-1:2011
wi
extraction Extract SARS-CoV- Tube label if ENISO 18113-2:2011
5 :);ffel_r 2 antigen and oerpaptligr?%?c;caeTj?Jre EN I1SO 15223-1:2016
bl sample applying i P VDD 98/79/EC
bottle + ENISO 18113-1:2011
Esiamian EN ISO 18113-2:2011
Tubes and




Tips EN ISO 15223-1:2016
cgzﬁzfi?al? IVDD 98/79/EC
+ ENISO 18113-1:2011
_II_Ex:)ractiog ENISO 18113-2:2011
. Tei;:” EN ISO 15223-1:2016
VDD 98/79/EC
) ENISO 18113-1:2011
Pl Guidance for user Pl
EN ISO 18113-2:2011
EN ISO 15223-1:2016
: IVDD 98/79/EC
Kit box Container of all .
vl Vs components and Kit box and box ENISO 18113-1:2011
b informantion for label EN ISO 18113-2:2011

indentification

EN ISO 15223-1:2016
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2 Usability engineering process
2.1 Inputs to the usability specification

211 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

1 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.

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, e 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.

e 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.

o 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.

o 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.

o 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.

3.5 Specimen extraction - Viral
Transport Media (VTM) specimen

e Balance the VTM containing the swab
specimen to room temperature (15-
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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

e Allow the test, extracted sample

solution and/or controls to equilibrate to

room temperature {(15-30°C) prior to

testing.

e 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.

o Wait for the colored line(s) to appear

and read the result at 15 minutes. Do not

IS Interpretation of results

e Suggestion for positive

interpret the result after 20 minutes.

e Interpret test line(s) according to PI.
o Suggestion for invalid result.

e Suggestion for negative result.

result.

6 Disposal

e Disposal of residual specimen.

e Discard the used test.

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

2.1.3 ldentification 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

o Check the content

o 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 Pl 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 |nsert 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  finterventions
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 in a 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 e 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
nwith |in biochazard waste. logal regulation and causejeffects in the
pre-filled |® Tighten the cap onto the other person infected. body.
integrate |[sample extraction tube. (Option 1) (False
d buffer |8 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 o 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 |ottle 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 [pbeyond 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 | 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 causeNegative)
bottle or [the extraction tube. other person infected. Treatment
disposab | 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 enocugh. (For false
specime |extraction buffer inside, positive)
n shake to mix it well for Excessive
extractio |extraction. mental stress
n e 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 [@nd use it within one hour. |e Scenario 27. The testor  |(Delayed
for use the test | Shake the extracted Incorre |extracted specimen is not result)Limited
sample solution to mix it et equilibrate to room delay because
well. result [temperature. the test can be

# [nvert 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

11
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e 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 e |nterpret test line(s) . Scenario 32. Userread |(Delayed

results

according to PI.

o Suggestion for invalid
result.

o 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 |dentification 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 |lIsthe 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?
E2.2 | 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

E2.8

Does the
MEDICAL
DEVICE have a
restricted shelf-
life?

Yes. 24 months.

Incorrect
result

H6

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

H9

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

E2.22 | |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 |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.

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.
i) Incoming material inspection procedure: Incoming
QC inspect each lot of sterile swab.

iify 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 QGC

Manufacturing process under EN SO 13485:2016
certification:

i) Purchase management procedure

i) 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 |SO 13485:2016
certification:
i) Purchase management procedure

Patient is not diagnosed a ii) Incoming material inspection procedure

Foil pouch i ; i) Material specification of foil pouch
is 'trr‘;z?é%d b¥0?°V;ﬂ:g ZI:V:UI iv) Manufacture verification control
Incorr::o;tamma False |symptoms + Because th v_) Trglnlqg madna?ement ;Jtrocedure: ;lll'e-Jc?b :;]alnlngc
H3lect |° ornegativ patient is not recognized a vi) SRS TERSCUON PIaEsaiies Bl Q
does not 5 5 department inspects the functional performance of
result| "~ =" . a Covid-19 patient, he/sh : 6% :
sufficiently s tragtad it e s semi-product and only qualified semi-products
protect the e ERY  TEGOHT] othe%would be used for final product production.
cassette aﬁents ’ g vii) Final product inspection procedure and COA
a 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
i) Incoming material inspection procedure
Foil pouch iify Material specification of foil pouch
is iv) Manufacture verification control
contamina o v) Training management procedure: pre-job training
II"con.ted orinvalid Limties Geliy because_ thevi) Semi-product inspection procedure: the QG
H3 lect test can be  quickly - :

— doeg_ notresult performed again depgrtment inspects the functlgljal perfor_mance of
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.
r—— i) Tests are intended to be used by clinica
d— laboratory professionals who are trained to perform

T " 9 in vitro tests

T Ty ep— False |Mental stress for patientii) Prescribed storage conditions are provided on the

I i P positive |(temporary discomfort) product labels
. iy The storage and transportation codition is being

studied in real time stability study and simulated
shipping studies.
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Incorrect ﬁ?ggtgtcllsbyngtogilggl%ogﬁ?s?il I Tess @ intgnded n pe usgd by elinica
rr|st°rage et far s Beve !zbq{ritctzgystzrofesmonals who are trained to perform
in vi
H3 anc;o frgﬁ sporta Ezgs:ﬁv ;g?g;??;s " c; rgce:grl':izi dﬂ; i) Prescribed storage conditions are provided on the
el i i 2 Ctovic:-1d9 pati%r:t, bl i’i)igo'?lrlngt Isal:reaIZe and transportation codition is being
eEERS Idse arﬁ?n: it I'T'nfe ct$1 V\gg:a studied in real time stability study and simulated
pafients | A shipping studies.
et i) Tests are intgnded to be usgd by clinica
storage !abqratory professionals who are trained to perform
Incorrjand | .. |Limited delay because th [0 A hstts - .
H3 lect  fransporta nvalid test can be quickl i) Prescribed storage conditions are provided on the
resultjtion peule performed again Rroduct Iakels . - g
. iii) The storage apd transportation codition is being
studied in real time stability study and simulated
shipping studies.
The 10mL
buffer is
used for
test p : i 5
beyond 3 i) Tests are mtgnded to be usgd by clinica
HestTHE !abqratory professionals who are trained to perform
HE bot  kfor Falsfg Mental stre.f.s for patien in vitro te_sts 3 .
resultjopening positive |(temporary discomfort) i) Prescribed storage conditions are provided on the
e Eroduct labels 3 . .
- 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
fies rrused forF . treated for the sever !abqratory professionals who are trained to perform
H3 lect test negativ symptoms + Becau_se th in vitro tests B _
— beyond 3 patient is not recognized asli) 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
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the patients
extraction
buffer
bottle.(Opt
ion 2)
The 10mL
buffer is
used  for|
test : g -
beyond 3 i) Tests are mtz_ended to be us_ed by clinica
insantmenths —_ Limited delay because th :ﬁbvci)trritt:erystgrofes&onals who are trained to perform
HR |t arr result st man.  Be fuisk i) Prescribed storage conditions are provided on the
resultiopening performed again
e Eroduct labels B ' '
. iii) The open cap stability of buffer is studied.
extraction
buffer
bottle.(Opt
ion 2)
Manufacturing process under EN ISO 13485:2016
certification:
i e i) Training management procedure: pre-job training
H4 anc;on'gllol?nsllor;% afi Delayed :_elrsqlted Cgﬁlay l?:caugﬁi ctl?lsii) Final product inspection procedure and COA: the
result . QC department is responsible for the inspection of
result|t. performed again : ¢
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 i) Buffer's open cap stability study report
T e _— i) Buffer preparation SOP: Preservative in th
Hi bt bsufer iSFalgg Mental stress for patientBuffer solution and the filled buffer was pasteurized
e Y e positive |(temporary discomfort) The buffer was filled in the clean room, an
el 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 |SO 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 tesi
cassette and its accessories.

ii) Buffer's open cap stability study report

i) Buffer preparation SOP: Preservative in the

Incorriextraction |False [symptoms + Because th : y ;
H4 lect |buffer isinegativ ppatient is not recognized a Bﬁgerbz#::'ocv::dﬂt:r: dﬂ"iid ?#;fegl\g:rs\ p:)sotrenurlzaend #
resulticontaminale a Covid-19 patient, he/sheWorkshop T sl :
ted is treated in thg wrongiv) Buffer QC testing '
ggﬁzr:ttrsnent, trEating otherV) 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 tes{
cassette and its accessories.
The ii))B;ff?fr‘s open cap stabiéig Pstugy report g
. . iify Buffer preparation : Preservative in the
H4 aniowzﬁ};thori‘slnvalid t;r;’:ltedc:ﬁlay :gcauzziglszuffer solution and the fiII_ed buffer was pasteurized
resultjcontamina RELL performed again I/gfkszge;n\msnn:alftdcolgtrc;[lhe GiSAN regrm; B0
e 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 wvithWork station is provided to place the non-
H5 jation jand  thejination |poured buffer/specimen and. :
Haza |buffer/spe Hazard get infected ’ duntergrated exdraaiien ube.
rd |cimen
pours.
(Option
2&3)
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Cont

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.

. [The sterile S g iii) Material specification of sterile swab
H5 :gg: swab _ isﬁ:?i:;m \I?w‘:atﬂer:]ts n-gct,esrtirllé gse:vacs n;?_ﬁiv) Traini.ng manage_ment procedure: pre-jpb training
Hezg contamina Hazard [get infected v) Seml-pro_duct inspection .procedure. the QC
- 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
Incorrjand/or False |Mental stress for patien i) Prescribed storage conditions are provided on the
H6 lect |control ositive [(temporary discomfort) product labels.
result|after P sty il 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 asl) 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 severeiin vitro tests
Incorrland/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 Tivastic Limited delay because theli) Prescribed storage conditions are provided on the
H6 [ect |control ceissrlt test can be  quicklyproduct 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
Incorr.l.he test T Dl Limited delay because thellaboratory professionals who are trained to perform
H7 lect i twiceresul>tl test can be  quicklyjin vitro tests.
result performed again i) The symbol for single use is provided on the
labels.
The
operator
InCC"_rc:ollect i) The correct sample type is indicated in product
Hg lect thro_at Falgg Mental stress for patienl1_r)ame and Package Ins_er‘t. _ _ _
resylt SPEICMen positive |(temporary discomfort) i) 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| v s :
Incorrispeicmen |False |symptoms + Because th 2 a-r:1hee aﬁ(c)irr;:::ksaa?ﬂes ;the i et I Fr
H8 lect |instead ofinegativ patient is not recognized a i) The comect gam lin ' walhod 18 deserbed
resultjnasopharyle a Covid-19 patient, hE/ShePacka & Bt pling
nx. is treated in the wrong 9 )
Incorrect department, infecting othern
sample patients
type
The
operator is
?r::ne dwfil: Patient is not diagnosed a
infected by Covid-19 but stil
nasophary A
reated for the severe| - ’
T—_ False lsymptoms + Because th i) T_he sample yolume flex and operation method is
H8 lect SReIGTIEn negativ [patient is not recognized a verified and validated.
collection . . i) The specimen collection method is detailed in
result ot GEn a Covid-19 patlent, he/ShePackage o
- is treated in thg 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 thelPl states do not use VTM should not contain
H8 lect |[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
ipeg'imf; 4 infected by Covid-19 but stil B B _
by VTM treated for the severePl states that minimal dilution of the sample is
Inco"which False |symptoms + Because therecommended, as dilution may result in decreased
H8 lect B negativ |patient is not recognized astest sensitivity. Whenever possible, 1 milliliter or
result - a Covid-19 patient, he/shelless 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|of SwabsF . _llaboratory professionals who are trained to perform
H8 lect |[in VTM is algg Mental stre;s Tor Pt in vitro tests.
result|beyond pasitive (lsmporary discenmord) i) The VTM specimen storage condition was was
the studied and output into Package Insert.
expected
storage
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condition
and
deterioted.
The
?;}Jonrgi%?) i Patient is not diagnosed as
b Swabs infected by Covid-19 but stil
in VTM is treated for the severel) Tests are intended to be used by clinica
Incorrb e False [symptoms + Because thelaboratory professionals who are trained to perform
H8 lect they negativ [patient is not recognized asjin vitro tests.
result L a Covid-19 patient, he/sheji) The VTM specimen storage condition was was
stopra o is treated in the wrongstudied and output into Package Insert.
st di%on department, infecting othern
it patients
deterioted.
The
storage
condition
ic:lf VST\'Kﬂabi: i) Tests are intended to be used by clinica
Incorrb gord ([l Limited delay because thellaboratory professionals who are trained to perform
H8 lect th ey sl test can be  quicklyjin vitro tests.
result w—— performed again i) The VTM specimen storage condition was was
stoprage studied and output into Package Insert.
condition
and
deterioted.
The
specimen
Ilfey Os:gred i) Tests are intended to be used by clinica
- Ln;orrthe False |Mental stress for patien :ﬁbv?trritct:g:,tgrofesswnals who are trained to perform
result ::(Opr:ct:d positive (iemporary discomfort) i) The specimen stability was studied and outpul
i di%ion into Package Insert.
and
deterioted.
l—h:cimen Patient is not diagnosed a
isp starad infected by Covid-19 but stil
W treated for the severel) Tests are intended to be used by clinica
Incorr,[h ey False |symptoms + Because thelaboratory professionals who are trained to perform
H8 lect mea—— negativ |patient is not recognized asjin vitro tests.
result stopra 8 a Covid-19 patient, he/sheji) The specimen stability was studied and outpui
ey di%on is treated in the wronginto Package Insert.
s department, infecting othe
deterioted. ratisns
The
specimen
is stored i) Tests are intended to be used by clinica
Incarrbeyond vl Limited delay because thellaboratory professionals who are trained to perform
H8 lect |the — test can be  quicklyjin vitro tests.
resultjexpected performed again i) The specimen stability was studied and outpui
storage into Package Insert.
condition
and
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deterioted.
The swab
:ﬁgmmetzl?e Patient is not diagnosed a
dravdian infected by Covid-19 but stil
brttoe zne treated for the severe
He Inco"not weIIFalse. SV"?P‘°'.“S ¥ Becau.se theThe corrected operate step to mix is detaled in P
ect s andnegatlv patient is not recognized 8Lt illustration
result s s a Covid-19 patient, he/she '
Rl is treated ip thg wrong
negative department, infecting other
it patients
(Option 1)
The
specimen
after ; . -
straotion i) Tests are mtt_ended to be usgd by clinica
- :encc;orrwere Falg.g Mental stre§s for patien :ﬁbvci)trritc:erétgrofe55|onals who are trained to perform
resultgroprr:dpz%posmve (temporary discomfort) i) The specimen stability after extraction was
dsterinrt studied and output into Package Insert.
ed.(Option
1&28&3)
l-;eeci - Patient is not d.iagnosed a
b infected by Covid-19 but stil ' ' .
- treated for the severel) Tests are intended to be used by clinica
Inc:orrWere False |symptoms + Because thelaboratory professionals who are trained to perform
H8 lect improper! negativ |patient is not recognized asjin vitro tests.
result bared] nZIe a Covid-19 patient, he/sheji) The specimen stability after extraction was
ettt is treated in the wrongstudied and output into Package Insert.
ed.(Option degartment, infecting othe
1&'2&3) patients
The
specimen
after ; : -
b rarmitonr o i) Tests are mtgnded to be usgd by clinica
Inc:orrWere [nvatid Limited delay because thellaboratory professionals who are trained to perform
H8 lect improperly result test can be  quicklyjin vitro tests.
result stopred o ngj performed again i) The specimen stability after extraction was
e — studied and output into Package Insert.
ed.(Option
1&2&3)
The VTM
containing
the swab i) Describe and bold in Package Insert that allowing
- Incorrispecimen Ealde  |Knel] stese paiientthe test or extrgcted spe_cimen to equilibrate to room
ect |does not ositive [(temporary discomfort) temperature prior to testing.
resultireach P Pl i) Operation enviroment is verified during design
room control.
temperatu
re.

24

1261257



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 thethe test or extracted specimen to equilibrate to room
H8 lect |does notnegativ 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 — Limited delay because thethe test or extracted specimen to equilibrate to room
H8 lect |does not result test can be quicqutemperature prior to testing.
resultireach performed again i) Operation enviroment is verified during design
room control.
temperatu
re.
The test
or
extracted i) Describe and bold in Package Insert that allowing
o [P e ertal sisss forpatenfe 16" eXracted spssmen o bt fo o
result|equilibrate pasitive (temparary 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.
resultjequilibratele a Covid-19 patient, he/shejii) 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 Il Limited delay because thethe test or extracted specimen to equilibrate to room
i nvalid ; : -
H8 [ect |is nOtresuIt test can be qmckljltemperature prior to testing.
result|equilibrate performed again i) Operation enviroment is verified during design
to  room control.
temperatu
re.
The VTM
specimen
IncorrtahdedEd ne _ )] T_he sample yolume flex and operation method is
Ha et Esaraniion FaIsg. Mental stre§s for patlentyenﬁed and \{alldated. . . . .
S " tooposmve (temporary discomfort) i) The specimen collection method is detailed in
vty 1 Package Insert.
not
enough.
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The VTM Patient is not diagnosed a1
specimen infected by Covid-19 but stil
— "%ded“:'d mtoF s g;;tsti - Sf°:_ I;Z?:au ;:Vflzzi) 'I'_If]edsan;lple I\_/C?It:n;e flex and operation method is
. g S ¢ verified and validated.
HE t::;umeux;;ati:él?gogegatlv gageonvti cll?130tp:r§(i?ngt?lf2?sﬁjﬁ) The specimen collection method is detailed in
much  or] is treated in the WrongPackage I
not department, infecting other
enough. patients
The
extraction
buffer
added into
Incorrthe . ' )] The sample yolume flex and operation method is
He lect extrag:tlon Fals_e; Mental stregs for pahentyenﬁed and \(alldated. . . ' .
resulttUbe is toojpositive |(temporary discomfort) i) The specimen collection method is detailed in
much  or| Package Insert.
not
enough.
(Option
283)
The
zﬁ';;i?tlon Patient is not diagnosed a
g infected by Covid-19 but stil
the sain R i severei) The sample volume flex and operation method is
Irlcc'rrextraction False ggmploms + EHepause theveriﬁed andpvalidated P
H8 ?:;ulttube is thonegatIV zageonvti clf1r€l)0tpraii?ngt,nlf§?sﬁj“) The specimen collection method is detailed in
rnrg.:ch W is treated in the wrongPaCkage Ll
enough department, infecting other
et patients
(Option
2&3)
Operator
Insuff/doesn't b "
soldertfead  iFase Werial svess for paueniDseT0e 0 Preceutir” of Package et o
:grjalnl;:omEI:ft;Ieposnlve (temporary discomfort) performing the test.
use
Patient is not diagnosed a
infected by Covid-19 but stil
- docl:):;ﬁ}tor treated for the seve o .
e ol ekt F,IFaIse. symptoms + Becau.se theDescribe in "Precaution” of Package Insert that
H9 Trainicompletel negativ jpatient is not re_cognlzed a Packagt_a Insert must be read completely before
ng ly before a Covid-19 patlent, he/shepperforming the test.
- is treated in the wrong
department, infecting othern
patients
Operator
il(r:\izl:;f?eo:dsnt Pllinvalid Limited delay because theDescribe in "Precaution” of Package Insert that
H9 Trainilcompletel result test can _be quicklyPackage_; Insert must be read completely before
ng Iy before performed again performing the test.
use
Ho _In_suff The swab_Con_tam Hospital ; petERnEl mlght“ is the responsibility of the hospital that the rules
icient |is notination [come in contact W|thWithin the hospital are followed
ITrainildisposed |hazard |contaminated test or
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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 ?hoet Rt Hospital_ personnel might
Ho icie'nt. disposal ﬁ:?i:;m ggnmt:minlgtedcont?:stt \M:)hrlt_is.the respor)sibility of the hospital that the ruleg
:éalmg:ohazard P——" accegsories.lnfection Dfvv|1h|n the hospital are followed
of i hospital personnel
institution.
Package's
insert not
H1 anc{orr;’gl\'newe?uul:alse Mental stress for patienl1Package 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
HA1 In(;orr;ewewe? "Falsef syr:jpt?(ns *; Becau.se dth Package insert of the test was reviewed under the
b [P ar  WUNEERNY RalslE IS 0T BRCIEt) & scope of risk management and usability evaluation.
resultjcomplianc|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 aniorr;g:'ewe?uulnvalid :‘;g'ted C;k:lay l?:cauzﬁi ctl?l Package insert of the test was reviewed under the
0 resulticomplianc result oerformed 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.
IrlCm_rcomplex i) Simplify and verify operation steps based on
H1 o for theFalse |[Mental stress for patientdesign control procedure.
1 user to getpositive ((temporary discomfort) iy Package insert of the test was reviewed under
result : ik
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
H1 Incorrls is toolFalse |treated for the severein vitro tests
1 ect |complex |negativ symptoms + Because theli) Simplify and verify operation steps based on
result for thele patient is not recognized as/design 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 - i) Simplify and verify operation steps based on
H1 Incorrfor P the|lnvalid LIEE, sy because_ 1 d)esign Ft):ofr}:trol procedfgre.p P
1 et user to getresult pest D 'be ekl iy Package insert of the test was reviewed under
result g performed again g ; s
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 !abqratory professionals who are trained to perform
2 st leHgs 19 ositive |(temporary discomfort) D ik esie.
result operationap ey i) 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
> ect |leads tonegativ patient is not recognized asjin 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 — Limited delay because thellaboratory professionals who are trained to perform
> ect |leads toresult test can be quickqin vitro tests.
resultjoperationa performed again i) It is the responsibility of the laboratory that the
| errors. rules within the laboratory are followed.
User
distraction
Cont leads 1o Hospital personnel mighti) Tests are intended to be used by clinica
H1 amin |sample  |Contamicome in contact withlaboratory 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 y S :
i i) Ins}ruct:on in P.I that only thg extr.actlon puffer and
faeriless B specimen collection tube provided in the kit is to be
H1 N - False |Mental stress for patienfused for swab specimen preparation.
4 I i positive |(temporary discomfort) i) In "Precautions” and "Limitations" indicates nof
provided store_ specimens in VTM and not test with extracted
i kit specimens for PCR tests.
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Patient is not diagnosed a
gg:;n't lt?;z?;?:ld b¥0(r:ov;ﬂ;19 2:tvzt" i) Ins_truction in P'I that only thg extr.action puffer and
HA Incorruse  the|False |symptoms + Because th 32:?2?;@22?;&;éue%epﬁgfo\;?;?o:\n T Bt e b oy
4 et |accessori negativ patient is not recognized a i) In "Precautions" and "Limitationé" indicates nof
resulties e a Covid-19 patient, he/sh : = :
provided s tomtad 1 dhS SEGE store. specimens in VTM and not test with extracted
in kit department, infecting othe specimens for FCR tests.
patients
gj:; it i) Ins_truction Iiln I:'I th?t l;Jnly the'de)étr.ac:i'?n Istlffe{ agd
"y specimen collection tube provided in the kit is to be

H1 anion.:ziess;':ielnvalid Egntedcgﬁlay Egcausziglz used for swab specimen preparation.

4 W result performed again 4 i) In "Precautions” and "Limitations" indicates nof
provided store specimens in VTM and not test with extracted
in kit specimens for PCR tests.

User read
the result
H1 Incorrlbeyond Falis Wental siess Ffor patienti) The reading time flex is studied during design
5 i ositive |(temporary discomfort) AT TR,
resultjrecommen® porery i) 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
Incc"Tinstruc:tion in vitro tests.

H1 st P lead toFalse [Mental stress for patientii) Package insert of the test was reviewed under

5 e interpretatipositive ((temporary discomfort) he scope of risk management and usability
on errors evaluation.
and false i) The illustration of results interpretation is
results. presented in Package Insert.

The i';?zgt';tdlsb nggsi'gﬂgogﬁf s?il i) Tests are intended to be used by clinica
complex A y laboratory professionals who are trained to perform
: : reated for the severe "

Inco nstrustion False |symptoms + Because th N i) 1ESI8, .

H1 et ”‘s lead tonegativ patient is not recognized a i) Package insert of the test was reviewed under

5 P interpretati 2 Covid-19 patient, he/sh he scope of risk management and usability
:2:: egclnsrz 5 iremen 10 the; wran ;iai\)lah'jl'éltlt;on.illustration of results interpretation is
results. department, Infeting: Bt 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 anc;orr’s lead toflnvalid :_;rsr:nedcgﬁlay Egcaugﬁigﬂjﬁ) Package insert of the test was reviewed under

5 s interpretatiresult verformed again the scope of risk management and usability
on  errors evaluation.
and false i) The illustration of results interpretation is
results. presented in Package Insert.

The
operator
Incon’%orlcl)zt;t i) The correct sample type is indicated in product
H1 t : False |Mental stress for patienllname and Package Insert.
B [ . ErceiE positive |(temporary discomfort) i) 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
throat treated for the severe| v s :
H1 Incorrispeicmen |False |symptoms + Because th 2 a-l:1hee aﬁ(c)irrl:?:ct:ksaag?ﬂes ;the i et I Fr
5 ect |instead ofnegativ [patient is not recognized a i) The comect sampling' walhod 18 deserbed
resultjnasopharyle a Covid-19 patient, hE/ShePacka & Bt
nx. is treated in the wrong 9 )
Incorrect department, infecting othern
sample patients
type
The
device is
mizused i) Tests are exclusively sold to professional users
H1 Incorrbi’h petohpIeF | Nertal s f i tLay—users do not have access to the test.
5 ect ’?rai:; q Al psssi.t?v e [t : r?l:O rans'yriiisss i r?n[o rtF))a s ii) Instruction in "Intended use" of Pl that test resull
result wised should not be used as the sole basis for tratment of
laboratory patient management decisions.
profession
als.
]:I-I;\E/’ice ta Patient is not d‘iagnosed as
iz sed infected by Covid-19 but stil _ . .
by people treated for the severeli) Tests are exclusively sold to professional users
HA Inco"other e False [symptoms + Because thelLay-users do not have access to the test.
5 ect et negativ |patient is not recognized asji) Instruction in "Intended use" of Pl that test resul
result iyl a Covid-19 patient, he/shejshould not be used as the sole basis for tratment of
is treated in the wrongpatient management decisions.
laboratory ; :
profession department, infecting other
patients
als.
The
device s
gs%?odpl " o i) Tests are exclusively saold to professional users
HA Inc:orrother shranilersid Limited delay because thelLay-users do not have access to the test.
5 ect estirissd rssnl test can  be  quicklyji) Instruction in "Intended use"” of Pl that test resull
result otiviisal 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 Pl 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 Pl 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 antig_ens in nasopharyngeal swab Same
specimens

Intended Customer Trained clinical laboratory Professional (Same

Test Format Cassette Same
nasopharyngeal swab, including

Sample to be Tested MRRGENETNEEa| BEED S Same

nasopharyngeal swab stored in
specified VTM

Controls Procedure control procedure control
Sensitivity 280% Same
?I{):r?glacrlr:)i(zed sample) B Sane
3 options:
Buffer type : %?:Elebﬂfifr:fggﬁzd Bufferiube 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 2-30C 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

e Check the packaging*

e Check the content

e Check the environment

e make sure every component not

excess expired date.
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Read package insert and label

¢ Read the package insert before test

Specimen
collection, transport,
storage and
preparation

3.1 Swab specimen collection

e 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.
e |f VTM is required, then the VTM

should not contain guanidinium (e.q.

Guanidine Hydrochloride and
Guanidine isothiocyanate) and
minimal dilution of the sample is

recommended, as dilution may result

in decreased test sensitivity.

VWhenever 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.
o 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.
e Add approx. 350uL Extraction Buffer

into the extraction tube in 10mL bottle

or extraction buffer in disposable

buffer vial.
o 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.

e Remove the swab.

e Dispose of the used swab in
bichazard 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

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.

o 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.
e 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.

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
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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

e 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.

e 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 |f 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)

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

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
28&3)
(Extraction
buffer in
10mL
buffer
bottle or
disposable
buffer vial)

e Place the extraction tube in the
workstation.

e 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

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

e 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.

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 Pl 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 Pl 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

Test
Result

Positiv
e
specim
en

Negativ
e
specim
en

Positiv

specim

e

en

Negativ

specim

Positiv

e e e

specim
en

en en

Negativ

specim

Positiv
e
specim
en

Negativ| Positiv
e e
specim|specim
en en

Negativ

specim

Positiv

e e e

specim
en

en en

Negativ

specim

User 1

User 2

User 3

User 4

User 5

User 6

User 7

User 8

User 9

User 10

+ |+ [+ ]|+ |+ |+ |+ +]|+]|+

+ |+ [+ ]|+ |+ |+ |+ +]|+]|+

¢
+ |+ |+ |+ |+ |[+]|+]+]+]+
'

+ |+ |+ |+ [+ +|+]|+]+]|+

I
+ |+ [+ ]|+ |+ |+ |+ |+]|+]|+

1
+ |+ |+ ]|+ |+ |+ |+ +]|+]|+
]

6.7 Questionare result statistics
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A - Very easy to ) A - Very easy to interprete

understand PI A =~ Viery eeey I result

test :
B - Easy to B - Easy to interprete
User No Gender | Age g ol BC; -Etgjli?f%'ctolttfcf t Rl
9 C -Difficult to Hesiat C -Difficult to interprete
understand PI D - Very difficult result
D - Very difficult to y D - Very difficult to
to test d
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
User7 Female | 26 B B A
User 8 Female | 27 B B A
User 9 male 37 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 portie N/A N/A
2 Improbable Unlikely to occur N<21/10,000 N-<0.01%
® Remote Unlikely but possible 1o 1 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%
5 Probable Bk o 11,00<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 Risk Asl:ie;gs:tl;r: bigfare Risk Assessment before Mitigation
rd |rdou| related use #
Ident| s scenario (Trace) Risk Estimation Risk Estimation Any New,
ified |situa| description Proba | Risk Usability Interface Risk Control Measure Proba | Risk | Hazard |ltem
tion Severit| Dete | DIlitY |Evaluati Severi| Dete | Pility [Evalul be
y |ction OC:'u"_ Co Yy |ction OC(::'urr 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
Incorrlamin [The  sterile of ‘contact with iv) Training management procedure: pre-job training Yes ]
ect |ation [swab isH1 gon-sterile SWak 2 2 12 v} Semi-product inspection procedure: the QC3 2 N 6 No [V] 1
result Haza [contaminated ! department inspects the functional performance of semi+
and get infected ; :
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.
i) Incoming material inspection procedure: Incoming QC
Cont lCont inspect each lot of sterile swab.
Artin lamin The  sterils Patient's  nostril iii) Material specification of sterile swab
. : - get contact with iv) Training management procedure: pre-job training Yes[]
ation |ation |swab isH2 il b3 2 2 12 Semi d " | dura: | th 03 2 [ 6 N 2
i Pl nfarrinstid non-sterile  swa V) emi-product  inspection  procedure:  the Q_ o[V]
rd rd and get infected department inspects the functional performance of semiq

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

i) 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

i) Incoming material inspection procedure

i) Material specification of foil pouch

Foil pouch is| iv) Manufacture verification control
IncorrFalse contaminated Meptal stress for v) Training_ managemgnt proqedure: pre-job training
oot [positi or dges notH3 patient 1 i b > vi) Seml-groduct |nspecthn procedure: the QQ 1 1 Yes [] a
cesiilthe sufficiently (temporary department inspects the functional performance of semi No [V]
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 [ISO 13485:2016
certification:

i) Purchase management procedure

i) Incoming material inspection procedure

ii) Material specification of foil pouch

iv) Manufacture verification control

v} Training management procedure: pre-job training

:_;;0” :::;;S; or dt_)es notH3 ;atisstcauize t::iz vi) Semi-product inspectiop procedure:  the QQ Yes [] 4
et sufficiently recognized as a department inspects the functlo_nal performance of semi No [V]
protect  the| Covid-19 patient product and only qualified semi-products would be used
cassette halahs is treateci for final product production.
in  the wrong vii) Final pro_duct inspe_ction procequre an_d COA: the? QQ
department department is responsﬂ;le for the inspection of functiona
infecting yother performanc_e 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
i) Incoming material inspection procedure
i) Material specification of foil pouch
Foil pouch is| iv) Manufacture verification control
Iicalkivali contaminated Limited delay| v} Training management procedure: pre-job training
or does not because the tesf vi) Semi-product inspection procedure: the QC Yes []
ect |d ; H3 ; ) ; - 5
result result sufficiently can be qulc_kly department inspects the functlo_nal performance of semi{ No [v]
protect  the performed again product and only qualified semi-products would be used
cassette for final product production.

i) 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 i ; o ;
IncorrFaI§§ storage  and patient i) Prescribed storage conditions are provided on the Yes (]
ect |positi . H3 product labels 6
transportatio (temporary . - ¢ y No [\]
result ve - 2OR TGRS discomfort) i) The storage and transportation codition is being
’ studied in real time stability study and simulated shipping
studies.
Patient is nof
diagnosed as|
infected by|
Covid-19 but still
treated for the i) Tests are intended to be used by clinical laboratory,
reoireet severe symptoms| professionals who are trained to perform in vitro tests
Incorr|False + Because the iy Prescribed storage conditions are provided on the
storage and ; . Yes []
ect |negat . H3 patient is nof] product labels 7
! transportatio . ) S ) No [V]
result ive L sonditiohs recognized as a i) 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 performin vitro tests
. [[ncorrect Limited delay| £ : e :
Incorr{invali i) Prescribed storage conditions are provided on the
storage and because the tesf Yes []
ect |d " . H3 : product labels 8
ransportatio can be quickly| . - . . No [\]
result result o ; i) The storage and transportation codition is being
h conditions. performed again

studied in real time stability study and simulated shipping
studies.
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The 10mL|
buffer is used
for tost i) Tests are intended to be used by clinical laborato
beyond 3 Mental stress for ; ’ el g
Incorr|False h ft ; professionals who are trained to perform in vitro tests v
ect |positi mont_s arelig i 3 i) Prescribed storage conditions are provided on the es[]g
opening  the (temporary No [\]
result ve : 3 product labels
extraction discomfort) i : .
buffer ii) The open cap stability of buffer is studied.
bottle.{Option
2)
Patient is not
diagnosed as
infected by
Zﬂfefer isfsng'a Covid-19 but still
for test treated for the
Sa— 3 severe symptoms| i) Tests are intended to be used by clinical laboratory|
Incorr|False m(;!nths after + Because the professionals who are trained to perform in vitro tests Yes[]
ect negato S theH3 patient is not2 12 i) Prescribed storage conditions are provided on the No [] 10
result ive e)F()tra ctﬁ)n recognized as a product labels
buffer Covid-19 patient, iii) The open cap stability of buffer is studied.

bottle.(Option
2)

he/she is treated
in the wrong
department,
infecting othen
patients

47

1261257



The 10mL
buffer is used
for tash i) Tests are intended to be used by clinical laborato
. [peyond 3 Limited delay| ; ’ el g
Incorr(invali professionals who are trained to perform in vitro tests
months after because the test i > o ; Yes []
ect d . H3 ’ i) Prescribed storage conditions are provided on thei 11
opening  the can be quickly, No [\]
result result stfantion sifarinad adait 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:
rroriDEk Limited delay| i) Training management procedure: pre-job training
yMissing because the test i) Final product inspection procedure and COA: the QC Yes []
ect |ed H4 ; - i . . i 1 12
e component. can be quickly| department is responsible for the inspection of functiona No [v]

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.

i) Buffer's open cap stability study report

licort False The Mental stress for i) Buffer preparation SOP: Preservative in the Buffe
... [extraction patient solution and the filled buffer was pasteurized. The buffe Yes|[]
ect |positi . H4 3 - " A 13
buffer is| (temporary was filled in the clean room, and workshop environmenf No [\]
result \ve . .
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 GHMITERNIN.
: i) Buffer accelerated stability study report: the accelerated
diagnosed as| S o s i
. stability study of the test kit including buffer is conducted
infected by| : 3
: g o study the shelf life of the test cassette and itg
Covid-19 but still ;
treated for the astes Offtess i
everesyniatams i) Buffer's open cap stability study report
The ymp iy Buffer preparation SOP: Preservative in the Buffe
Incorr|False ; + Because the 5 i
extraction : . solution and the filled buffer was pasteurized. The buffe Yes []
ect |negat . |H4 patient is nof2 12 ; 4 14
. buffer is| ; was filled in the clean room, and workshop environmentf No [V]
result ive recognized as a

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

i) 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.

i) Buffer's open cap stability study report

ieatlifivaii The Limited delay| i)y Buffer preparation SOP: Preservative in the Buffe
extraction because the tesf solution and the filled buffer was pasteurized. The buffe Yes|[]
ect |d . |H4 ; ; i A 15
buffer is can be quickly| was filled in the clean room, and workshop environmenf No [V]
result result . ;
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
gr(r’lri]rE g;?rt] extraction User get contact
< . ftube falls and with poured Work station is provided to place the non-intergrated Yes[]
ation [ation H5 ; : 3 16
H the buffer/specimen extraction tube. No [\]
aza Haza 3 g
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.
i) Incoming material inspection procedure: Incoming QC
inspect each lot of sterile swab.

Cont [Cont Patients  nostril ii) Material specification of sterile swab
amin [amin [The  sterile get contact with iv) Training management procedure: pre-job training Yes ]
ation [ation [swab isHS S Tatanie: SWaEb 12 v} Semi-product inspection procedure: the QC| No [V 17
Haza [Haza [contaminated Lind aetinfectad 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 QG
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 ; . ;
Incorr|False ; ii) Prescribed storage conditions are provided on the
.. [ouffer and/or| patient Yes []
ect |positi H6 3 product labels. 18
control after (temporary 2 4 ’ No [V]
result ve ; : i) 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 performin vitro tests

Incorr[False Lse 1o, + Because the i) Prescribed storage conditions are provided on the
buffer and/or ; : Yes []
ect |negat H6 patient is not2 12 product labels. 19
. control  after| . e : . No [v]
result ive e titedidnte 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 tass Limited dal professionals who are trained to perform in vitro tests
Incorr(invali . M ii) Prescribed storage conditions are provided on the
buffer and/or because the test Yes[]
ect d HE6 ! 3 product labels. 20
control after| can be quickly| e ; " No []
result fresult epitod data ararriad Soain 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 Liniled delay i) Tests are intended to be used by clinical laboratory|
The test is| because the test i i g Yes[]
ect led ised twics H7 o be atiekl 1 professionals who are trained to performin vitro tests. No [] 21
result fresult q Y i) The symbol for single use is provided on the labels.

performed again
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IThe operator
collect throat

Mental stress for

i) The correct sample type is indicated in product name

Incorr|False speicmen :
ect |positi instead ofH8 patant _e_md Paglaps Inse. ) : : " 1 wan ] 22
resiilthe:  (nasenkaRAR (temporary i) The correct sampling method is described in Package No [\]
R ATy discomfort) Insert.
Incorrect
sample type
Patient is not
diagnosed as
infected by
Covid-19 but still
The operator treated for the
iresti Eals :;:-I}?:r:“etrl:roat ievgr:c:illrgeptoinz i) The correct sample type is indicated in product name
" ; : and Package Insert. Yes[]
?:;u“ it;n/eegat Ir?:stzzﬂaryngms rpea:f;rt\ize: asnoatZ i) The correct sampling method is described in Panckage2 No [\] -
Incorrect Covid-19 patient, friasE.
isample type he/she is treated

in the wrong
department,
infecting othern
patients
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Incorr
ect
result

False
negat
ive

The operator
is not well
trained for
nasopharynx
speicmen
collection
and can not
collect
enough
specimen
while
collection.

L

8

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

i) The sample volume flex and operation method ig
verified and validated.

Insert.

i) The specimen collection method is detailed in Package2

Yes []
No []
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Incorr
ect
result

Falsefs used for
negat ispecimen
ive [(storage and

™
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 d'.lly’\t/led whigz + Because the recommended, as dilution may result in decreased test ¥es []
ect |negat H8 patient is not2 12 sensitivity. Whenever possible, 1 milliliter or less should2 26
' cause false ] ; : G\ e b No [V]
result ive ey recognized as a be considered to avoid excessive dilution of the patient's|
regult Covid-19 patient, specimen.
: he/she is treated
in the wrong
department,
infecting other
patients
The storage|
condition  of
A i Mental stress for i) Tests are intended to be used by clinical laboratory|
Incorr|False VTM is| : i 4 g
i patient professionals who are trained to perform in vitro tests. Yes[]
ect |positi peyond theH8 2 i : o . 27
(temporary ii) The VTM specimen storage condition was was studied No [\/]
resultve gxpetted discomfort) and output into Package Insert
storage P 9 7
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

iricorrFaise S\{_v’\allbs 'IZ ievgfczzrg;)totrﬂz i) Test§ are intended to_ be used by c_linigal laboratory|
ect |negatjeyond  theH8 patient is  not2 Professtonals who_ are trained to perf_o_rm in vitro tests. } Yes [] bg
resultfve lexpected 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
(ricstilivai \S/\{.ﬁbs 'IZ 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 fexpected can be quickly| i) 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 s
stored

Mental stress for|

i) Tests are intended to be used by clinical laboratory|

act ositi beyond the Hs patient professionals who are trained to perform in vitro tests. Yes [] 20
rssil \F:e expected (temporary ii) The specimen stability was studied and output intg No [V]
storage discomfort) Package Insert.
condition and
deterioted.
Patient is nof
diagnosed as|
infected by|
The Covid-19 but still
: ; treated for the
pRESnEn. 15 severe symptoms|
stored i) Tests are intended to be used by clinical laboratory,
Incorr|False + Because the : . e
beyond the i A professionals who are trained to performin vitro tests. Yes []
ect |negat H8 patient is  not2 8 : e / y 31
. expected / ii) The specimen stability was studied and output intg No [V]
result ive recognized as a
storage 2 . Package Insert.
) Covid-19 patient,
condition and :
: he/she is treated
deterioted.

in the wrong
department,
infecting other
patients
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Incorr

Invali

The
specimen s
stored

Limited delay|

i) Tests are intended to be used by clinical laboratory|

oct ld beyond the Hs because the ‘test > Professional; who are trgined to perfqrm in vitro tests. 3 Yes [] 2o
st resit expected can be quickly| ii) The specimen stability was studied and output intg No [V]
storage performed again Package Insert.
condition and
deterioted.
Patient is nof
diagnosed as|
The swab infected by|
lspecimen Covid-19 but still
and the| treated for the
extraction severe symptoms|
21(:(;0” Ezlgsaet ‘l:ll;flfler a:ixne(::HS ;aﬁgﬁf auze :1:%2 12 _The co_rrected operate step to mix is detaled in Pl wi'(h2 Yes[] a3
! : 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 laboratory
Incorr|False d : 4 g
- wWere patient professionals who are trained to performin vitro tests. Yes []
ect |positi | H8 o - o B . 34
improperly (temporary i) The specimen stability after extraction was studied and No [\]
result ve A k
stored and discomfort) output into Package Insert.
deteriorated.(
Option1&2&3
Patient is not
diagnosed as|
infected by|
e Covid-19 but stil
a?ter treated for the
iresti Ealsa extraction ievgr:;zr;pto;n: i) Tests are intended to be used by clinical laboratory|
were ; . professionals who are trained to performin vitro tests. Yes[]
ect |negat| H8 patient is not ke . o : . 2 35
. improperly ; i) 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 othern
patients

output into Package Insert.
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The
specimen
after
. lextraction Limited delay| i) Tests are intended to be used by clinical laboratory|
Incorr(invali : / S
were because the test professionals who are trained to performin vitro tests. Yes []
ect d A H8 . o - o B . 36
improperly can be quickly| i) The specimen stability after extraction was studied and No [\]
result fresult ; ;
stored and performed again output into Package Insert.
deteriorated.(
Option1&2&3
The VTM
CERERInID Mental stress for| i) Describe and bold in Package Insert that allowing the
Incorr|False the swab| . ; ach
o . 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 ] » ; i : ; ; "
discomfort) i) 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
icsiFaiss ::ﬁ;ltalnlngwab ievgfczzrsn;)totrﬂ: i) Describe and bold in Package Insert that allowing the|
’ ; : test or extracted specimen to equilibrate to room Yes []
ect |negatispecimen H8 patient is not2 12 e mitiorature bRorTatcn 2 No [V] 38
resultive (does not recognized as a = Op ti ot t'g' ified during desi .
beach  woam Covid-19 patient, i) Operation enviroment is verified during design control.
temperature. he/she is treated
in the wrong
department,
infecting other
patients
The VTM
it vl fﬁ:tammfwab Limited delay i) Describe and bold in Package Insert that allowing the|
ect  |d suediien Hs because the test s test or extracted specimen to equilibrate to room, Yes [] a9
rasuit Fesuit dges not can be quickly| temperature prior to testing. No [\]
Fetich  foom performed again i) 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

Ier::ctorrgslssit? rs]gteamen ISHS patient 1 3 test or extrafzted spgcimen to equilibrate to room1 Yes [] 40
resultive  |equilibrate to (t_e Mpatary r_t_emperatl_lre PIoE 16 testl_ng. ; ' g No [\]
a6 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
HricariFalss z;g;‘;:;?] isl ievgfczﬂzé’tox i) Describe and bold in Package Insert that allowing the
; i est or extracted specimen to equilibrate to room Yes []
ect [negatnot H8 patient is not2 12 Eem Sraturs BriGr o tasti 2 No [] 41
resultive |equilibrate to recognized as a P p 9.

room
temperature.

Covid-19 patient,
he/she is treated
in the wrong
department,
infecting other
patients

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

Incorrlinvali :xggfrt;?] is Limited delay i) Describe and bold in Package Insert that allowing the
ect d ngt Hs because the tesf test or extracted specimen to equilibrate to room, Yes [] 42
result [resultjequilibrate to can be guickly temperature prior fo testing. No []

rgom performed again i) Operation enviroment is verified during design control.

temperature.

The VTM
IreitlEaks Zzz(:g]enimo Mental stress for i) The sample volume flex and operation method ig

%o 2 patient \verified and validated. Yes[]
ect |positi the extractionH8 " i Th : lecti hod is detailed in Pack 1 No [] 43
iasiilthe  fube is oo ('emporary i) 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
ifiesii False :gfigéneninto ievgfczzrsn;totrﬂ: i) '_I'he sample_ volume flex and operation method is
ect |negatlthe extractionH8 patient is  not verified and validated. . o ) Yes [T,
rosultlve Fube s tool recognized as a i) The specimen collection method is detailed in Package] No [v]
much or not Covid-19 patient, st
enough. he/she is treated
in the wrong
department,
infecting other
patients
The
extraction
incorrEalse il:]t:;fer adc{ﬁg Meptal stress for| i) '_I'he sample_ volume flex and operation method is
ect |positi [extraction  |H8 palicnt verified and validated. ) o 1 Yes []l,o
resiltve Hibe s 106 (tfamporary 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 i
verified and validated.

Insert.

i) The specimen collection method is detailed in Package2

Insuff
icient
Traini
ng

False

positi
ve

Operator
doesn't read
Pl completely|
before use

o

Mental stress fo
patient
(temporary
discomfort)

Describe in "Precaution” of Package Insert that Package
I:nsen 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|

:glil:;f False c?feesrs'ttorread + Because the Describe in "Precaution” of Package Insert that Package] ¥es []
.. [negat H9 patient is  nof] 12 Insert must be read completely before performing the2 48
Traini | Pl completely| : No [V]
ng ive | sfore use reco_gnlzed as a ftest.
Covid-19 patient,
he/she is treated
in the wrong
department,
infecting other
patients
Insuff . [Operator Limited delay| S A
icient Invali Neasht tead baratse five taat Describe in "Precaution” of Package Insert that P_ackage Yes ]
Traini H9 . 3 Insert must be read completely before performing the(l 49
raini| it Pl completely| can be quickly| Itest No []
ng before use performed again ’
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The swab is|
not disposed
according 1o

Hospital
personnel might]

tion of hospital
personnel

Insuff Cont logal come in contact
icient A re%ulation path It is the responsibility of the hospital that the rules within| Yes []
Trai . [ation H9 contaminated 9 L ; 3 50
raini| o and  cause| iest - he hospital are followed No [V]
"9 4 piher Persen accessories.Infec
g:;:it(;a:. ltion of hospital
18283) personnel
Hospital
personnel  might
User  does| ;
Insuff g;?rt] not follow the ﬁ;?tr}?e Iy Eontac
icient . disposal off . It is the responsibility of the hospital that the rules within Yes[]
Traini sg;gr biohazard ong ;::Sr;tammated - e |the hospital are followed s No [\] d
ng the :
d ki accessories.Infec
institution.
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Package's
Incorr|False Irr;?/ieer\tﬂed r;g: o) Ses T
i patient Package insert of the test was reviewed under the scope Yes []
ect |positi ffull H10 1 3 ¥ i f 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  [negatfull H10 patient is  nof2 12 Pat_:kage insert of the test was rewewed_under the scope, Yes[] 53
. ; ; of risk management and usability evaluation. No [\]
resultive |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|

Ier::(;orrldnvall ;Sﬁ'ewed foer because the test Package insert of the test was reviewed under the scope Yes[] 54
result resultleompliance can be quickly| of risk management and usability evaluation. No [wl]
Lwith p VD & performed again
EN ISO
Operation i) Tests are intended to be used by clinical laboratory|
instructions professionals who are trained to performin vitro tests.
iricom False is too Mental stress for i) Simplify and verify operation steps based on design
et ositi complex forH11 patient control procedure. 1 Yes[] 55
st ee the user to (temporary i) Package insert of the test was reviewed under the No [V]
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 performin vitro tests.
i) Simplify and verify operation steps based on design

Incorr + Because the
ot complex  for fiant is ol p“ontrol procec_!ure. ) b
. the user to : ii) Package insert of the test was reviewed under the
result recognized as a : i )
get the exact . . scope of risk management and usability evaluation.
; : Covid-19 patient, : i e :
information : iv) The operation illustration is presented in Package
he/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.
| is too) Limited delay ii) Simplify and verify operation steps based on design
ncorr
it complex for| because the .test Sontrol proce<_1ure. ) 1
cestiit 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.
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User . ; o i
g : Mental stress for i) Tests are intended to be used by clinical laboratory
2:;0” Fglssit? l(:el:dr:ctlon toH12 patient 1 professionals who are trained to perform in vitro tests. Yes [] 58
et \‘:e s peraticnal (temporary ii) It is the responsibility of the laboratory that the rules No [v]
e?rors discomfort) within the laboratory are followed.
Patient is nof
diagnosed as
infected by
Covid-19 but still
treated for the|
lticstiEalse clijiZSrraction ieveéreec:zrggtotrnz i) Tests are intended to be used by clinical laboratory,
sot et lsads toH12 afiert &  fiotd professionals who are trained to performin vitro tests. Yes [] 50
resuit iveg - feco fized @8 & ii) It is the responsibility of the laboratory that the rules No []
errors Covig—1 9 patient within the laboratory are followed.
he/she is treated
in the wrong
department,
infecting other|
patients
inesrlinvsii clJJizter;ction Limited delay i) Tests are intended to be used by clinical laboratory
sot sails toH12 because the test professionals who are trained to perform in vitro tests. 1 Yes[] 50
et rasiii lsnerafidnal can be quickly, i) It is the responsibility of the laboratory that the rules No [\]
efrors performed again within the laboratory are followed.
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Hospital
User personnel  might
distraction come in contact
Cont [Cont : g . -
i . [leads to| with i) Tests are intended to be used by clinical laboratory
amin jamin . f . g
5 : isample contaminated professionals who are trained to perform in vitro tests. Yes[]
ation [ation H13 3 12 & : o 3 12 61
H leakage. test orl i) It is the responsibility of the laboratory that the ruleg No [v]
aza fhazar : e
d d laboratory accessories. within the laboratory are followed.
personnel Infection of
get infected. hospital
personnel
Uiser doesnit i) Instruction in Pl that only the extraction buffer and
Mental stress for specimen collection tube provided in the kit is to be used
Incorr|False use the 4 4 :
%2 . 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
rosultve  [orovided  In ('emporary i) n rec'fautlons 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 Pl that only the extraction buffer and
specimen collection tube provided in the kit is to be used

IncorrFalse [use the| + Because the o S wa b S HEE HEn BREHEE SR ¥es []
ect |negatjaccessories H14 patient is  nof] 5 i e "p P e 2 63
. . g : i) In "Precautions" and "Limitations" indicates not store No [V]
resultive [provided in| recognized as a ; 2 : :
. ; : 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 dassit i) Instruction in Pl that only the extraction buffer and
Incat vl lise tha Limited delay| specimen collection tube provided in the kit is to be used
i because the test for swab specimen preparation. Yes []
ect |d accessories H14 ; L 0 S RS N S 1 64
result result provided  in can be quickly| i) In "Precautions” and "Limitations" indicates not store No []
kit performed again specimens in VTM and not test with extracted specimens
for PCR tests.
s faae 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. o 65
(temporary L . . No [V]
result ve  [recommende di fait i) The proper reading time is put in Package Insert.
d time frame il
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The complex|

i) Tests are intended to be used by clinical laboratory|

inearrlEsiss instructions Mental stress for professionals who are trained to performin vitro tests.
.. [lead to| patient i) Package insert of the test was reviewed under the Yes []
ect |positi | . H15 1 : e ) 1 66
result ve interpretation (t_emporary scope o_f risk m_anagement aqd usablllty_ evgluatlon. ) No [\]
errors and discomfort) i) 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 pated o e i) Tests are intended to be used by clinical laboratory
k ; severe symptoms| : . e
instructions professionals who are trained to performin vitro tests.
IncorrFalse + Because the ho ¢ :
lead to| ; : ii) Package insert of the test was reviewed under the Yes []
ect |negat| . “H15 patient is not2 A - " 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|
icarelinusii instructions Limited delay| professionals who are trained to performin vitro tests.
lead to| because the test ii) Package insert of the test was reviewed under the Yes[]
ect d E e TS - 1 2 2 : o - 1 1 2 2 68
interpretation can be quickly| scope of risk management and usability evaluation. No [\]
result result » i ; : s s
errors and performed again i) The illustration of results interpretation is presented in
false results. Package Insert.
IThe operator
collgct et Mental stress for i) The correct sample type is indicated in product name
Incorr|False [speicmen :
=L patient and Package Insert. Yes[]
ect |positi instead ofH16 1 1 2 2 & . 3 e . 1 1 2 2 69
(temporary ii) The correct sampling method is described in Package No [\/]
result ve hasopharynx. <
discomfort) Insert.
Incorrect
isample 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 il PHRREGE [Nesh ¥es []
ect |negatjinstead ofH16 patient is not2 - g 9 g . " 2 70
. : i) The correct sampling method is described in Package No [V]
resultive  [hasopharynx. recognized as a
; . Insert.
Incorrect Covid-19 patient,
lsample 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 thain trained atishit users do not have access to the test. Yes[]
ect |positi [ .. H16 P 1 i) Instruction in "Intended use" of PI that test result should 71
clinical (temporary ; : No [v]
result ve 4 not be used as the sole basis for tratment or patient
laboratory discomfort)

professionals

management decisions.
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Patient is not
diagnosed as|
infected by|
Covid-19 but still

T dewice 18 treated for the

misused by

sonle other severe symptoms| i) Tests are exclusively sold to professional users. Lay-
Incorr[False Fhanp Wty + Because the users do not have access to the test. ¥es []
ect |negat| .. H16 patient is not2 2 3 12 ii) Instruction in "Intended use" of Pl that test result should2 2 2 8 72
. clinical : . y No [V]
result ive recognized as a not be used as the sole basis for tratment or patient
laboratory . - e
Covid-19 patient, management decisions.

firatsesionats he/she is treated

in the wrong

department,
infecting other
patients
[The device is|
misused by s . .
loeople other Limnited delay i) Tests are exclusively sold to professional users. Lay-
Incorr(invali thain trained bacalse ths test users do not have access to the test. Yes[]
ect |d et H16 3 1 3 3 i) Instruction in "Intended use" of Pl that test result should1 1 2 2 73
clinical can be quickly| ; : No [v]
result result i not be used as the sole basis for tratment or patient
laboratory performed again

professionals management decisions.

78



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

Yellow As Far as possible

14971:2012, all risks have to be reduced as far
as possible without there being room for
economic considerations.

Acceptable

Risk is considered to be negligible compared to
the risk of other hazards.

7.3.2 Risk Acceptability

Detection & Probability

Negligible

12

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%

2]
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Statistical Histogram
80

70
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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
— No. Procedure
specification  ofYes Yes - - (I;(Ij\lmlggs with
sterile swab
13485:2016
Training No. Procedure
management " Yes : I complies with
procedure:  pre- EN ISO
job training 13485:2016
Semi-product
inspection
procedure:  the
QC department
if”*“pf,c‘s : the No. Procedure
unctiona ; :
performance  ofi- Yes - - E?\lmglgs 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
gﬁ;f;';';',"“"ce and Ves 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 Pl development
says that the test uner the
should beYes B " e requirements
discarded of EN ISO
according to local 18113-1:2011
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 i ) [PeB by non clinical
who are trained lab
to perform in vitro professional
tests.

users.
The
it e No. The clinical
protective lab
clothing such as professionals
lab coats,|- - - Yes know how to
disposable protect
gloves and eye themselves by
protgctions 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 g : I undgr the
provided on the requirements
ks, of EN ISO

15223-1:2016

No. Procedure

provided on the

product labels

o complies with
management - Yes - - EN ISO
i 13485:2016
Incoming No. Procedure
material Yes complies with
inspection B : i EN ISO
procedure 13485:2016
Meiaris| No. Procedure
specification  ofYes Yes - - Cé?\lmggs Wil
i 13485:2016
Manuf No. Procedure

anufacture complies with
verification - Yes - - EN ISO
control

13485:2016

Prescribed No. Device
storage
conditions  areYes Yes - - S:;zlromrgent

requirements
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of EN ISO
15223-1:2016
The storage and -
transportation No. Device
codition is being development
studied in reaIYeS " ) under the
time stability requirements
study and of EN ISO
iy 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 Sgézlﬁggent
stability studylYes - - :
report requirements
of EN ISC
23640:2015

Buffer
preparation SOP;
Preservative  in

shipping stability|
study is being
studied.”

;t;?ution Bu;Le; No. Procedure
buffer was filedYes Yes " ‘é‘i’\lm&'gs with
in the clean
room, and 13485:2016
workshop
environment
control.
No. Procedure

o complies with

Buffer QC testing Yes Yes EN ISO
13485:2016

The shelf life is|
determined
according to .
accelerated No. Device
stability study| development
result. The reallYes i " under the
time stability requirements
' are of EN ISO
Sirnuls(E 23640:2015
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No. Device
The correct de;elot[r)jment
sample type s under the
indicated in requirements
product namel ' €8 Yes : i of EN ISO
Iand Package 18113-1:2011
nsert.
and EN ISO
18113-2:2011
No. Device
development
The correct under the
sampling method requirements
is described in|' S Yes N 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 - - - 8
is verified and requirements
validated. of EN ISO
13485:2016
No. Device
development
The  specimen under the
collection methodY Y requirements
is detailed in'°° L ) P of EN ISO
Package Insert. 18113-1:2011
and EN ISO
18113-2:2011
No. Device
, development
L A P L
studied andYes Yes = - (RIS RIS
output into of EN ISO
Package Insert. 18; 1;;: I§%1 1
an
18113-2:2011
No. Device
The  specimen development
stability aften under the
extraction  was requirements
studied and ' €S Yes : i of EN ISO
output into 18113-1:2011
Package Insert. and EN ISO
18113-2:2011
e 1 PaiagH s i
Insert thatlYes _ _ Yes de;elomment
allowing the test LN Qr B
or extracted requWementS
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specimen to of EN ISO
equilibrate to 13485:20186,
{:rc\)'\n;erature priof E I8 18T 18-
: 1:2011 and EN
to testing.
R ISO 18113-
2:2011
No. Device
Operation development
enviroment iSYes " 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 requull:‘(Tgngnts
read completely o
before 18113-1:2011
performing  the and EN ISO
test. 18113-2:2011
No. Device
Package insert of development
tr';e_e ;ZS‘ r;"éaei under the
view! u :
the scope of riskYes - - r?q;':'?gngnts
management and i
usability 14971:2012
evaluation. and IEC
62366-1:2015
o No. Device
Simplify and development
verify  operation under the
steps based onYes - - :
design contral requwements
procedure. of EN ISO
13485:2016
No. Device
development
The  operation under the
illustration iSYe " ’ I requirements
presented in of EN ISO
Package Insert. 18113-1:2011
and EN ISO
18113-2:2011
Instruction in Pl
that only the .
extraction  buffer No. There is no
and  specimen other way to
collection  tubelYes - Yes restrict the use

provided in the kit
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  for ’
PCR tests.
No. Device
The reading time| development
flex is studied under the
during designYes i 3 i requirements
control process. of EN ISO
13485:2016
No. Device
development
The proper under the
reading time i requirements
Fut r:n PackageYeS Yes : i of EN ISO
L 18113-1:2011
and EN ISO
18113-2:2011
No. Device
development
The interpretation| under the
of  results isYeS e N i requirements
detailed in of EN ISO
Package Insert. 18113-1:2011
and EN I1ISO
18113-2:2011
No. Device
_ ) development
The illustration of under the
irr?'sel:"::tns:etation is- - - - PECUirarm St
presented in of EN ISO
Package Insert. 181 1 3'1 201 1
and EN ISO
18113-2:2011
Tests are .
exclusively sold No. There is no
to  professional other way to
users. Lay-usersYes - Yes - prevent non-
do not have intended user
access to the from the tests.
test.
Instruction in .
"Intended use" of No. There is no
Pl that test resulf 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 buffen - .
is stud?led. b s 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
use VTM %’.“.‘ai" No. There is no
in uanidinium
(e?g. . GuanidinglYes . 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 tesf 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
zfoer:m;er::ondition study the VTM
e %tudied andYes - 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 step
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 isYes 3 ) Yes under the

verified  during requirements

design control. of EN ISO
13485:2016
No. Device

ool it and e

operation methodYes - - Yes undgr the

is verified and requirements

validated. of EN ISO
13485:2016
No. Device

The  specimen development

collection method under the

is  detailed in' S i i res 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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10Usability 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

92



1261257

Change History Summary
Revision Description By Effective Date
V01 Initial version Nancy Sun 2020.08.04
Update according to
V02 EN 623662008 Nancy Sun 2020.10.02
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