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Chapter 1 General

This article is a report on risk management of COVID-19 Nucleocapsid Antigen Test Kit (Colloidal Gold),
in which all possible hazards and the causes of each hazard are determined. The severity of each hazard and
the probability of occurrence of the hazard are estimated. When a certain level of risk is unacceptable. control
measures to reduce risk are taken, and the residual risk after control measures is evaluated. Finally, evaluate
the acceptability of all residual risks and conduct risk benefit analysis.

1.1 Scope

This risk management is mainly based on the appendix in the requirements of ISQ14971:2019 Medical
Devices-Application of Risk Management to Medical Devices for COVID-19 Nucleocapsid Antigen Test Kit
(Colloidal Gold) throughout its life cycle (1) product realization (including design and development,
procurement, manufacturing, packaging, etc.), (2) delivery process (including transportation, etc.), (3) after
delivery (including use, etc.) to plan for comprehensive risk management activities.

1.2 Basis of composing

1.2.1 Related standards

1) ISO14971: 2019 Medical Devices-Application of Risk Management to Medical Devices
1.2.2 Product related documents

1) Instruction

2) Stability research materials

3) Technical specifications

4) Labeling and packaging

3) Design and development documents

1.3 Product introduction
1.3.1 Test Principle

This kit uses immunochromatography. The test card containg: 1) colloidal gold-labeled N protein antibody
NO061: 2) one detection line (T line) and one quality Control line (C line) of nitrocellulose membrane. The T
ling 1s immobilized with N protein antibody NO17 for detecting N antigen and the C line is immobilized with
a quality control antibody, When an appropriate amount of the test sample is added to the sample loading hole
of'the test cassette, the sample will move forward along the test cassette under the action of the capillary. If'the
sample contains Covid- 19 virus N protein antigen, the antigen will bind to the colloidal gold-labeled N protein
antibody NO61. The N protein antigen-gold-labeled N protein antibody N061 complex will then be captured
by the N protein antibody NO17 immobilized on the membrane to form a purple-red T line. The test cassette
also contains a quality control line C. The purple-red quality control linc C should appcar regardless of whether
a test line appears. If the quality control line C does not appear, the test result is invalid, and the sample needs
to be tested again with another test cassette.1.3.2 Main Components
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1 PC/box, each box contains

m 1xTest Kit pouch
m | =<Saliva swab

m 1 xInstruction for use

m 1xSample Diluent

5 PCS/box, cach box contains

m 5xTest Kit pouch
m 5xSaliva swab
m 1 xInstruction for use

m 5xSample Diluent

25 PCS/box, each box contains

m 25xTest Kit pouch
m 25xSaliva swab
m 1 xInstruction for use

m 25xSample Diluent

1.3.3 Intended Use

COVID-19 Nucleocapsid Antigen Test Kit (Colloidal Gold) is a lateral flow immunoassay for the qualitative
detection of Nucleocapsid Antigen of SARS-CoV-2 in human saliva as an aid for Diagnosis of Covid-19

induced pneumonia.

1.3 4 Environmental requirement

Restore the reagents and samples to room temperature before testing. Use it within 15 minutes after the

aluminum foil bag is opened.

Chapter 2 Risk management Team and their Assignment of Responsibility

Table 1 Risk management Tecam Member and their Responsibility

Note

Name Department Assignment of Responsibility

Lin Li R&D Co-ordinator

Jin, .

% QC Investigator (Operator})

Zhang
Yun Liu QC Investigator (Reviewer)

Yong

€ Approver
Yanig Q pprov
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Chapter 3 Intended use/intended purpose and identification of characteristics related to the safety of the

medical devices

Table 2 List of characteristic questions that may affect safety

Questions Description

Identify

C.2.1 What is the intended use and how is the medical device to be
used?

COVID-19 Nucleocapsid Antigen
Test Kit (Colloidal Gold) 1s a
lateral flow immunoassay for the
qualitative detection of
Nucleocapsid Antigen of SARS-
CoV-2 in human saliva as an aid
for Diagnosis of Covid-19 induced

or ither persons?

pneumonia.
C.2.2 Is the medical device intended to be implanted ? NO
C.2.3 TIs the medical device intended to be in contact with the patient NO

(.2 4 What materials or components are utilized in the medical device
or arc used with, or arc in contact with, the medical device?

1. Test cassette: binding pad
(colloidal  gold-labeled
coronavirus N protein antibody
NO061), nitrocellulose membrane

novel

(C ling coated with goat anti-
mouse IgG polyclonal antibody, T
line coated with N protein antibody
NO17), hemofiltration pad, sample
pad, suction pad and PVC plate;

2. Desiccant;

(.2.12 Is the medical device interpretative?

3. Buffer.
C.2.5 Is energy delivered to or extracted from the patient? NO
C.2.6 Are substances delivered to or extracted from the patient? NO
C.2.7 Are biological materials processed by the medical device for NO
subsequent re-use, transfusion or transplantation ?
C.2.8 Is the medical device supplied sterile or intended to be sterilized NO
by the user, or are other microbiological controls applicable?
C.2.9 Is the medical device intended to be routinely cleaned and
;. ) NO
disinfected by the user?
C2.10 Is the medical device intended to modify the patient NO
environment?
C.2.11.Are measurements taken? NO
NO

User directly visualizes the results
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according to the instructions after

testing
C2.13 Is the medical device intended for use in conjunction
with other medical devices, medicines or other medical NO
technologies?

YES

C.2.14 Are there unwanted outputs of energy or substances?

Please refer to relevant laws and
regulations for disposal of waste
generated during use.

G215 Is the medical device susceptible to environmental NO
influences?
YES
C.2.16 Does the medical device affect the environment? Improper waste disposal may

affect the environment.

C.2.17Are there essential consumables or accessories associated

NO
with the medical device?
C.2.18 Is maintenance or calibration necessary? NO
C.2.19 Does the medical device contain software? NO

C.2.20 Does the medical device have a restricted shelf-life?

The expiration date of the product
will be indicated on the product
label and mstructions.

C.2.21 Arc there any delayed or long-term use cffects?

NO

cClae
subjected?

To what mechanical forces will the medical device be

Docs not bear mechanical force

C.2.23 What dctermines the lifctime of the medical device?

The standard, correct use,
(ransportation storage
environment and validity period of

and

this kit determine its service life.

(C.2.24 1s the medical device intended for single use?

YES

This product is a single-use in vitro
diagnostic reagent, please do not

G2.05
device necessary?

Is safe decommissioning or disposal of the medical

reuse il, only for in vilro
diagnostics.
YES

After use, according to the relevant
rcgulations of the  hospital
laboratory, uniform disinfection
treatment according to the medical
waste, sce the mstructions for

details,
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(C2.26Does installation or use of the medical device require
special training or special skills?

NO

follow the operating steps in the
manual for testing.

C2.27 How will information for safe use be provided?

Safety information is provided by
the manual of the corresponding

product.
C2.28 Will new manufacturing processes need to be established NO
or introduced?
C2.291s successful application of the medical device critically NO
dependent on human factors such as the user interface?
(C2.29.1 Can the user interface design features contribute to use NO
error?
(C2.2921s the medical device used in an environment where NO
distractions can cause use error?
C2.293 Does the medical device have connecting parts or NO
accessories?
(C2.29.4 Does the medical device have a control interface? NO
YES

(C2.29.5 Does the medical device display information?

Color bands in the test line and
quality control ling show negative
and positive results.

C2.29.6 Is the medical device controlled by a menu? NO
2297 Will the medical device be used by persons with NO
special needs?
(C2.29.8 Can the wvser interface be used fo initiate user actions? | NO
C2.30 Docs the medical device use an alarm system? NO
C231 In what way(s) might the medical device be deliberately NO
misused?
C2.32 Docs the medical deviee hold data critical to patient NO
carc?

YES

(C2.33 Is the medical device intended to be mobile or portable?

It is a portable reagent.

C2.34 Deoes the use of the medical device depend on essential
performance?

NO

H2 2 Possible usage crror

Reagents that have lost their
reactivity are used: incorrect
reagent storage

H.2.3.2 Quantitative mspection program performance characteristics

NO
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YES
H.2.3.3 Performance characteristics of qualitative inspection The design and determination of
procedures the sensitivity and specificity of
the test
H.2.3.4 Dependent characteristics NO
H.2.3.5 Auxiliary information of patient NO
Provide an incorrect result that
H.2.4.1 Hazard(source) to the patient may cause or contribute to a
misdiagnosis

May cause the performance
characteristics (such as sensitivity,
H.2.4.3 Identify the hazard (source) under fault conditions specificity, etc.) required for
medical purposes to be in failure
mode

Under normal conditions of use,
the test results may be incorrect
due to the following factors
(imperfect discrimination of
H.2.4.4 Identify the hazards (source) during normal use DERGILSE RO .samples,
measurement uncertainty,
undesired effects of other
compaonents (interference factors)
in the sample matrix, and analvte
Inherent inhomogeneity)

; i Anti-interference ability of
H.2.4.5 Identify dangerous situations :

reagent

Chapterd Risk management
4.1 Hazard (source) identification

Guidelines for the determination of hazards (sources) are given in Appendix E of ISO14971: 2019 as an
auxiliary tool to determine potential hazards. Consider factors such as the hazard to the patient, the hazard to
the operator, the hazard to the nearby personnel, the hazard to the environment, etc., under the conditions of
normal use and abnormal use. as the basis for determining the hazard (source).

4.2 Risk estimation

4.2 1Severlty levels: According to the severnty of possible harm

Severity Description

Negligible No harm or slight harm to the user or operator, the environment

6
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Moilerah Cause temporary injury or damage to the environment, users or
oderate ; ) e '
operators that do not require professional medical intervention
Causes injury or damage to the environment, users or operators that
Significant require professional medical intervention, or loss of function or
results

4.2.2 Probability levels

According to the probability of occurrence (times/box)

Probability range Description
High Likely to happen, often, frequent
Medium Can happen, but not frequently
Low Unlikely to happen, rare, remote

4.2 3 Risk Evaluation Criteria

Take probability as the "column” and injury severity as the "row" to form a 3X3 risk matrix.

Negligible Moderate Significant
High R3 R3 R3
Medium R2 R2 R3
Low R1 R2 R2

Unacceptable risk Reasonable and

R3 level without R2 feasible reduction of
risk/benefit analysis risk level
R1 Acceptable risk level

4.3 Risk cvaluation
For each identified hazard. it is evaluated according to the risk acceptability standard, see 4.6 Risk
Management Table for details.

4.4 Risk control

According (o the risk estimation and risk evaluation results, when the nisk needs to be reduced, risk control
measures are adopted to reduce the risk to an acceptable level and determine whether to introduce new
hazards or hazardous situations. See 4.6 Risk Management Table for details.

4.5 Residual risk evaluation

After taking risk control measures, see 4.6 Risk Management Table for details to evaluate the residual risks.
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4.6 Risk Control Tables

Table 1 Common hazards of products

Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
. Evaluati
Evidenc ot Whet
. 4 h f M ol her
: Risk Potenti | Se : die co casu impact | Measu erto
No | Classificat Prob | Ri . er measur e produ . | Prob .
; (source) | ally ver o Risk Control : of res Severi . . Risk
ion of . : abilit | sk control € compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard ¥ lev 2 measur implem | ance new ¥ level e
on conseq ( ability s (plan) : s on veness (8S) bility
(source) (0) | el es are entation | evaluat . hazar (0)
factors | uences | ) . . product | review
needed (verific ion erform ds
ation) B (NH)
ance
; ; Instructi
Disposal Potenti
! ons
- Incorrec ol Sig Unacc specifies
roducts environ | nifi | Medi Instruct [ Compli No Effecti Negli Accept
AL [P t waste R3 | eptabl | YES the ] ) s NO SIS | yow | RI a
and waste | . mental | can | um ions ance impact ve ible able
; disposal ; e waste
pollution pollutio | t g
disposal
after use n
methods
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A2

Reinfectio
n

The
operator
isin
contact
with the
sample
during
or after
the
sample
is
collecte
d; the
sample
S

mixed
with
microor
ganisms
and
bacteria
; the
incorrec
tuse
process;
multiple
people
share it
and
cause

The
user is
infected
with
other
discase
s
carried
in the
sample

Sig
nifi
can

Low

Furthe
rrisk
reducti
on

YES

Operate
strictly
in
accorda
nce with
the
regulatio
ns in the
instructi
ons

Instruct
ions

Compli
ance

No
impact

Effecti
ve

NO

Neglig
ible

Low

R1

Accept
able
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
; ; h f | M ; h
; Risk Potenti | Se : e = i impact | Measu eiin
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) 5 (NH)
ance
cross-
infectio
n.

10
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
: Risk | Potenti | Se : e Soilee impact | Measu pe
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) 5 (NH)
ance
Operatc
Biologi in strict
cal accorda
and/or nce with
chemica | Potenti the it
Failure to |1 al Mo Furthe standard fon.
A3 malmam coqtarm environ | | 1 = | R2 rnsk( YVES operatin SOP. Compli ‘ No Effecti NO Nfeghg Low | RI Accept
hygiene nation mental reducti g 2 .| ance impact ve ible able
: .| ate instructi
and safety | during pollutio on procedur -
handlin n es and
gand instructi
operatio ons of
n each
process
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
; . h f | M ; h
N ; Risk Potenti | Se : e = i impact | Measu O
0 [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) - (NH)
ance
Improp
er
storage
conditio
b Instructi
Sample e Wrong Sig Pl ons for1
fil, | comitantites collecti o nifi Low | R2 rnsk( YES | samglin Igstnlct Compli ‘No Effecti NO Nfeghg tewe | Hi Accept
. on can reducti ions ance impact ve ible able
tion ’ result g
device; { on
; method
incorrec
t
samplin
g
method
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
; : Wheth cof Measur | . her to
S
No [ Classificat Kigk Fatoti ° | Prob Ri : er measur e et | Medin produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of : . abilit | sk control e compli ; ce abilit | Risk
lisard formati | harmful | 1ty o I accept - . measure ool measure | effecti " ty 5 Tavel accepta
i on conseq ( i’ - ability casur |- (plan) P ? e s on veness ow (8) i 2 bility
(source) £ (0) el es are entation | evaluat ] hazar (0)
actors | uences | S) y . product | review
needed (verific ion erfotm ds
ation) p (NH)
ance
Thy
. Operate
solution : 5
; 1n strict
used in
i accorda
: nce with
producti Sig e
Biological | on Wrong | . Unacc Product " 1 :
2 fi - 1 N Eff 1 A
A5 | contamina | process test M ow | R2 eptabl | YES stmdgd ion Congpll i o S NO N.e 1% | Low | RI -
; : can operatin ance impact ve ible able
tion is result ; = SOP
contami &
il procedur
b es of
o cach
microor
’ process
ganisms
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
: : h f | M ; h
; Risk Potenti | Se : e = i impact | Measu O
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) L (NH)
ance
Operatc
Dircct in strict
e accorda
S Product nce with
4 ion Sig the Further
- crsonn | nifi Kk standard FeRn Compli No Effecti Moder risk
Bl | Toxicity | product | Low | R2 | cptabl | YES . fon P NO Low | R2 .
el can operatin ance impact ve ate reducti
for e i e SOop
solution | PO & o=
ng procedur
treatme
- es of
each
process
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
; . h f | M ; h
; Risk Potenti | Se : e = i impact | Measu O
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of : . abilit | sk control e compli ; ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) b (NH)
ance
Degrad
. Operate
ation : ;
1n strict
can
Improp accorda
cause ;
er Pom— nce with
MR ing Big Unacc iz Product
De¢ i / ifi | Medi : i N Effecti li A
B2 cgradati | n by i p— nifi edi R3 | eptabl | YES sta1dgd s Compli ‘ [ ccti NO Nf:g g 0w | R ceept
on producti . |can | um operatin ance impact ve ible able
detectio e Sop
on i t g
personn s procedur
sensitiv
el i es of
o cach
specific
; process
ity
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
; Evaluati
Evidenc Zn 2 £ : Whet
: : Wheth cof Measur | . her to
; Risk Potenti | Se : impact | Measu
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) - (NH)
ance
Improp Store or
er operate
storage the
or warchou
Storage or : :
; operatio se n
operation : Instruct
; n by strict p
deviates g ’ ; ions;
Paethie users; Invalid | Sig o accorda it
i 3 i Wi 5 5 i
&1 | spmeified warcho | product | nifi | Medi R3 | eptabl | YES nce with use Compli ' No Effecti NO N§gllg Low | RI Accept
use ortest | can | um the i ance impact ve ible able
external ; & . environ
; environ | results t conditio
enyironm mental
ment ns
ental = records
sondifons does specifie
not d in the
meet instructi
require on
ments manual
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
; . h f | M ; h
N ; Risk Potenti | Se : e = i impact | Measu eiin
0 [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) - (NH)
ance
Dust
particle
s in
clean
2 ictly
Non- ?rie:xces R 1IS1:nl(:nze
> S ng the . P Worksh
compliant | s of the Sig nt work
roductio | standar BBt nifi | Medi U environ op Compli No Effecti Neglig Accept
c2 (P perform R3 | eptabl | YES environ ; NO $ Low | RI
n ds, can | um ment ance impact ve ible able
i ance & mental
environm | Non- t control
; and records
ent complia o2 procedur
stability
nt €s
tempera
ture and
humidit
Y, €te.
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
; ; h f | M ; h
; Risk Potenti | Se : e = i impact | Measu O
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) b (NH)
ance
Inaccur
I 1| at . ;
a]::ppropn Zeescript wrong i Unace Trsosi
D1 | operating | ionin detectio WL | s R3 | eptabl | YES oy Instruct Cionpl ’ s e NO N_e elig Low | RI i
- . can | um review ion ance impact ve ible able
instructio | the n g
g ’ t process
ns mstructi
on
User's ;
Used by P e | i Furthe Instructi
; w 2 ; ; "
D2 unsklllcd/ " et | der | Tinw | BB rnsk‘ YES on In§truct Compli ' No Effecti NO N§g11g Low | RI Accept
untrained ’ reducti guidanc ion ance impact ve ible able
operatio n ate
personnel 5 on 8
User's ;
Reasonabl o — Furthe Instructi
D3 | detectio | der | Low | R2 rnSk, YES S Ingtmct o ; e gl NO N,e elig Low | RI -
foreseeabl ; reducti guidane ion ance impact ve ible able
; operatio n ate
emisuse | on g
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
: Risk | Potenti | Se : e Soilee impact | Measu pe
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) L (NH)
ance
Inadequat
e
warnings
about the "Do not
hazards Inaccur Furthe reuse"
that ate g | M3 rrisk waming | Instruct | Compli No Effecti Neglig Accept
D4 | . ; detectio | der | Low | R2 .| YES ; : q NO 5 Low | R1
single-use | descript " — reducti in the ion ance impact ve ible able
medical ion on instructi
devices on
are likely
to be
reused
Tets Accurat
Error or imprope | wrong | Mo Floting ?
D5 | misjudgm |r detectio | der | Low | R2 rnskv YES des'cnptl In_struct Conpll .NO s NO N.e glig Low | RI Aoept
; reducti on in the ion ance impact ve ible able
ent operatio n ate ; :
- on nstruct
on
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
: Risk | Potenti | Se : e Soilee impact | Measu o
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of : . abilit | sk control e compli ; ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) b (NH)
ance
Take
Sharp Inappro P Furthe pASkIgL
edges riate sidn | Mo rrisk e Rl Compli No Effecti Neglig Accept
D6 B, P ; the der | Low | R2 .| YES design | docume P ’ NO I [ow | RI P
sharp packagi . reducti : ance impact ve ible able
aiigle i user's ate a5 nto nts
skin consider
ations
Sc?ﬁleilt?on iUnj;:cfpe rong | Mo Jutss It
w 2 ; ; "
D7 | and r Ay | ee | Tow |28 | T | yom . | Tettuoh | Cowpl | W | BOSL. | g, | B g | gy | SN
; ’ reducti guidanc ion ance impact ve ible able
processin | operatio n ate Py e
g erTors n
Excessive | User's Ve-rlﬁf:at R&D
or imprope | wrong | Mo Unacc 1ol .| docume g r .
D8 | insufficie | ¢ detectio | dot | High | B3 | eptabl | YES Instructi it Compli . No Effecti NO N'egllg Lo | B Accept
; on ance impact ve ible able
nt sample | operatio nt ate e : Instruct
guidanc _
volume n & ion
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc EZZJE;U Whet
N : Risk | Potenti | Se : e Soilee impact | Measu o
0 [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of : . abilit | sk control e compli ; ce abilit | Risk
formati | harmful | 1ty i accept measure | . measure | effecti ty accepta
hazard y lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) - (NH)
ance
Sample
Improp ) R&D
: stability
il e Vi | - g | T | veelt | Mo | it Negli Accept
D9 | of sample | storage | detectio | der | High | R3 | eptabl | YES e nts P " NO CEUE | Low | R1 P
i ion ance impact ve ible able
stability of n ate B : . | Instruct
instructi X
samples ion
ons
Unclear, s .
unclearor | j i Sig peiag]
: nquallt | wrong ; g Unace ng Packagi . ; 3
E) | naccurate | g g Atk nifi | Medi R3 | eptabl | YES desin. g Compli ' No Effecti NO N§g11g Low | RI Accept
marking ; can | um ; ance impact ve ible able
marking n g and review
on the t sl
product e
process
Unclearly pit:rl;:;i
k | Affecti Furthe
mri;ezf € sl 1eCtl g rur:ts}llcC e Paslag] Compli No Effecti Neglig Accept
Ez | PPOWCIVE | fog " | der | Low | R2 | YES | design | ng B NO | "EUE ) yow | RI P
measures : users reducti : ance impact ve ible able
marking ate and review
on the safety on :
. review
P process
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
. E i
Evidenc Zzlgin Whet
; . h f | M ; h
; Risk Potenti | Se : e = i impact | Measu eiin
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of : . abilit | sk control e compli ; ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) - (NH)
ance
The
precaution
s and
operation
steps
described
in the Inaccur I
mprove
manual ate m
are descript | Wrong Mo Unacc ; i i N Effecti li e
B |oumbenm | o s | delptie | der | Tane | 92 | spiapl | vms | DR | Moo | Lumplt | Rg | g | TR |y, | gy | PSR
ion in ons in ion ance impact ve ible able
me or not | . . n ate €
instructi the
clear and -
understan | 0
dable or
the
informatio
nis
incomplet
¢
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc EZZJE;U Whet
; ; h f | M ; h
; Risk Potenti | Se : e = i impact | Measu O
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of : . abilit | sk control e compli ; ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) - (NH)
ance
Inaccur Improve
Biological | ate Sig B the R&D
i descript | Wrong i | Medi nacc ; ’ i i N Effecti i &
E4 g : ¥ | deteons | T edi R3 | eptabl | YES 1nstrgct1 Vep ica | Compli ~No ecti NO N_eg gl ow | RI ccept
of the ion 1 can | um ons in tion ance impact ve ible able
n
sample instructi t . the Manual
on manual
Operate
User's in strict
el b o il s B Medi e —— Instruct | Compli No Effecti Negli Accept
E5 | cand r detectio | der R2 | eptabl | YES | ncewith | Ll NO | "B | Low | RI &
’ um ion ance impact ve ible able
error operatio n ate ¢ the
n instructi
ons
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
N : Risk | Potenti | Se : e Soilee impact | Measu pe
0 [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) L (NH)
ance
Improp
er
operatio | Cause
n by the
producti | product Producti
on to be on
personn | damp, process
Air el; degrade Mo confirm | Equipm
Fl leakage of | imprope d, . Medi Ry | unacce YES ation; ent Compli .No Effecti NO N;ghg tom | 1 Accept
aluminum | r pollute i um ptable regular | manage | ance impact ve ible able
foil bag transpor | d, and mainten | ment
tation; reduce ance of
sealing the equipme
problem | product nt:;
s: perform
equipm ance
ent
issues
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

evaluation
Evidenc Ezzlgin Whet
; ; h f | M ; h
; Risk Potenti | Se : e = i impact | Measu O
No [ Classificat Prob | Ri : er measur e produ . | Prob :
. (source) ally ver - Risk Control . of es Severi - . Risk
ion of ; | abilit | sk control c compli | ce abilit | Risk
formati | harmful | 1ty accept measure | . measure | effecti ty accepta
hazard Yy | lev i measur implem | ance new y level W
on conseq ( ability s (plan) . s on veness (8) bility
(source) (0) el es are entation | evaluat : hazar (0)
factors | uences | S) . . product | review
needed (verific ion erfotm ds
ation) b (NH)
ance
Operatc
User's . in strict
Improper | imprope | wrong Si Unacc accorda
F2 |uscafter |r detectio L | R R3 | eptabl | YES | nce with In_struct Cionpl ’ s e NO N_e elig Low | RI AL
s . can | um ion ance impact ve ible able
opening operatio n i g the
n instructi
ons
Inaccur g]p;rsz:
iz wrong | Mo Finthy accorda
F3 | Reuse Flesgrxpt detectio | der | Low | R2 rﬂSk, YES | nce with In_stmct ol ; e Eifent NO N.e glig Low | RI fat
ion in reducti ion ance impact ve ible able
n ate the
the on ; ’
instructi
manual
ons

Table 2 Risk analysis during product development
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Risk estimation and

Hazard (source) identification : ] Risk control Residual risk evaluation
risk evaluation
E\{alu Pr
‘Whet ation Whe 5
Pro cont P | Measur | B0 i e
Classifica Risk Potentiall | Sev Ris | Risk e P Measures Sl a|is |
No. : - ba ol Control measure .| tof - prod | Sever | .. Risk
tion of (source) | y harmful |erity |, ... | k | acce ; compli effective bi | k
; bili meas measures implemen measu uce ty . acceptab
hazard formation | conseque (S lev | ptab i ance ness lit | le o
ty e ures (plan) tation . | res on . new (S) ility
(source) factors nees ) el | ility ; . | evaluati review Y |v
(0) are (verificati produ haza
on (|el
need on) ¢t rds 0
ed perfor (NH)
mance )
Parameter
design
Incorrect i ; Una Study on input;
e marketin, el bl cce market input | R&D Compli B Negli L R | Accepta
Gl | design : & | meet ifica | diu | R3 | &P | vES P P impac | Effective | NO | 28| o P
] informati tabl and technical | personals ance ible 1 ble
input market nt | m e t w
on g feasibility; make
demand
prototype
samples
The
quality of Design
oy i Affecting Furt cont{ol Raw
materials requires QC ;
o the her . . material
{pmilonelic Supplier roduct Wl Lo risk HIGQIDERE inspectio | Compli e Negli; e R | Accepta
G2 |s)didnot | . pp P dera R2 YES | material P P impac | Effective | NO celE | P
issues performan w redu . : n ance ible 1 ble
produce te ; inspection t w
ce and ctio - s document
the . verification
stability n s
expected and
performan confirmation;
ce
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Risk estimation and

Hazard (source) identification . ] Risk control Residual risk evaluation
risk evaluation
E\{alu Pr
‘Whet ation Whe 5
Pro cont P | Measur | B0 i e
Classifica Risk Potentiall | Sev Ris | Risk e P Measures Sl a|is |
No. : - ba ol Control measure .| tof : prod | Sever | .. Risk
tion of (source) | y harmful |erity |, ... | k | acce ; compli effective bi | k
; bili meas measures implemen measu uce ty . acceptab
hazard formation | conseque (S lev | ptab i ance ness lit | le o
ty e ures (plan) tation . | res on . new (S) ility
(source) factors nees ) el | ility ; . | evaluati review Y |v
(0) are (verificati o produ haza .
need on) ¢t rds (()
ed perfor (NH)
mance )
: P Product
Large Affecting Furt Validation of EUELE
developm
batch-to- the her product
batch Supplicr roduct Me Lo risk transfer to it Compli Fe Negli b R | Accepta
G3 ; ©upp F dera R2 YES p document P impac | Effective | NO SBIE | o P
difference | issues performan o w redu production; s ance : ible w5 1 ble
of raw ce and ctio supplier g
» 2 : verificati
materials stability n evaluation
on reports
2 Supplier’s Regulatio
1 5
Supp o i COA clarifies | ns of
issues; Affecting Furt ; ;
Incorrect | . ; the shelf life | material
raw udien: | i Mo b of raw storage No L
L isk i | . : Negli R | A
G4 | material - Pk dera | | R2 | ™ | YES materials; and Cample impac | Effective | NO | o o
i research | performan w | ¥ redu rooulats raw | reinspocti | 22 P ible - 1 ble
= on R&D | ceand ctio ELd P
conditions i material on
raw stability n "
" m m
materials - AASS
conditions ent
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Risk estimation and

Hazard (source) identification : ] Risk control Residual risk evaluation
risk evaluation
E\{alu Pr
‘Whet ation Whe 5
. el N e N el I
Classifica Risk Potentiall | Sev Ris | Risk e P Measures Sl a|is |
No. : - ba ol Control measure .| tof - prod | Sever | .. Risk
tion of (source) | y harmful |erity |, ... | k | acce ; compli effective bi | k
; bili meas measures implemen measu uce ty . acceptab
hazard formation | conseque (S lev | ptab i ance ness lit | le o
ty e ures (plan) tation . | res on . new (S) ility
(source) factors nees ) el | ility ; . | evaluati review Y |v
(0) are (verificati o produ haza .
need on) ¢t rds (()
ed perfor (NH)
mance )
Different
types of
Inadequat sample Product
Furt ot
¢ adaptability developm
. her '
Incorrect | considerat — Mo T risk tests during ent sl No Noeli L 1 | Aeesnis
G5 | sample ion of & dera R2 YES | the document P impac | Effective | NO o B b
detection w redu ance ible 1 ble
type R&D te g development | s; t w
design/ve i process; the instructio
rification sample type | n
is stated in
the package;
Lack of Furt T
an her Validation ToduC
. . . Develop
appropriat | Insufficie Mo risk and — No L
5 " L validation li | . : li R | A
Gs | °© AGRISH. | A Pmdu?t Pty dera | ° | R2 rcfiu YES s Documen baomiplt impac | Effective | NO N.e S8 | o e
on the end | verificatio | detection w ctio studies; ance ible 1 ble
oflifeof |n ¥ n Descripti i y W
medigal OSCIp lor_l Verificati
. in package:; on Report
devices;
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Risk estimation and

Hazard (source) identification : ] Risk control Residual risk evaluation
risk evaluation
E\{alu Pr
‘Whet ation Whe 5
Pro cont P | Measur | 80 i bR
Classifica Risk Potentiall | Sev Ris | Risk e P Measures .l a|is ;
No. : - ba ol Control measure .| tof - prod | Sever | .. Risk
tion of (source) | y harmful |erity |, ... | k | acce ; compli effective bi | k
; bili meas measures implemen measu uce ty . acceptab
hazard formation | conseque (S lev | ptab i ance ness lit | le o
ty e ures (plan) tation . | res on . new (S) ility
(source) factors nees ) el | ility ; . | evaluati review Y |v
(0) are (verificati o produ haza .
need on) ¢t rds (()
ed perfor (NH)
mance )
The Furt
intended h'ei( R&D batch PDrodl;ct
use Insufficie us verification; eveiop
PUPEE | oo | qume | 2 | 1a i R&D e Gl | , 0 Kot |2 | B | S
G7 | was not DIocLS WITS dera R2 | ctio | YES & . Documen P impac | Effective | NO M I P
verificatio | detection w verification ance ible 1 ble
fully N te n i t- t w
demonstra Al f .| Verificati
ted during conthmmarion;, | o Report
design
Insufficie Una
- Product
nt ccep Traceability Develo
traceabilit False " tabl and stability P
Low y of positive SiEn | Me & research of T Compli - Neglig L R | Accepta
G8 I ifica | diu [ R3 YES 4 Documen impac | Effective | NO ) o
sensitivity | reference or false it - quality ; ance 1 ible e 1 ble
products negative control : >
‘ Verificati
during product
y on Report
design
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Risk estimation and

Hazard (source) identification . ] Risk control Residual risk evaluation
risk evaluation
E\{alu Pr
‘Whet ation Whe 5
Pro cont P | Measur | B0 i e
Classifica Risk Potentiall | Sev Ris | Risk e P Measures Sl a|is |
No. : - ba ol Control measure .| tof : prod | Sever | .. Risk
tion of (source) | y harmful |erity |, ... | k | acce ; compli effective bi | k
] bili meas measures implemen measu uce ty . acceptab
hazard formation | conseque (S lev | ptab i ance ness lit | le o
ty e ures (plan) tation . | res on . new (S) ility
(source) factors nees ) el | ility ; . | evaluati review Y |v
(0) are (verificati o produ haza .
need on) ¢t rds (()
ed perfor (NH)
mance )
Furt R&D
RSBTEsE her personnel
. _ risk should take
iate Insufficie :
. redu packaging Product
packaging | nt product ¢ ;
¥ ; . ctio design, Develop
(contamin | verificatio 4
ation n; wron - Lo = Hakaging LSE Compli Mg Negli; - R | Accepta
G9 o 'S dera R2 YES | and Documen P impac | Effective | NO CEIE | P
and/or incorrect detection w 3 ance ible 1 ble
o . te transportation | t- t w
deteriorati | design ki ; 5
, and stability | Verificati
on of and ; ;
. ; verification on Report
medical packaging ;
F after opening
devices) p
mto
consideration

30

1373732



Risk estimation and

Hazard (source) identification . ] Risk control Residual risk evaluation
risk evaluation
E\{alu Pr
‘Whet ation Whe 5
. el N e N el I
Classifica Risk Potentiall | Sev Ris | Risk e P Measures .l a|is ;
No. : - ba ol Control measure .| tof : prod | Sever | .. Risk
tion of (source) | y harmful |erity |, ... | k | acce ; compli effective bi | k
; bili meas measures implemen measu uce ty . acceptab
hazard formation | conseque (S lev | ptab i ance ness lit | le o
ty e ures (plan) tation . | res on . new (S) ility
(source) factors nees ) el | ility ; . | evaluati review Y |v
(0) are (verificati o produ haza .
need on) ¢t rds (()
ed perfor (NH)
mance )
'Ina,ppropr Una Ersiioitient [P)rodlict
zzzng - Mo f:glp d m:): . No L
; i adaptability i i
G10 | environm o p_rodu.ct s dera St R3 ¢ YES g t§( Documen " impac | Effective | NO N.e slig o B | sstgn
verificatio | detection sh verification; ance ible | ble
ent and o te ——— t- t w
temperatu tated mnthe | v ificati
manual;
e on Report
Mo Product
dera R&D developm
te verification ent
M Incorrect Mo | Me and document No L
s i | . . Negli R | A
Gl1 st instructio Wiatig dera | diu | R2 YES | confirmation; §- Camplr impac | Effective | NO c Sle o s 1o
know the result . . . . ance ible 1 ble
- ns t¢ | m instructional | instructio t W
review n output;
process, QA
approval

Table 3 Risk analysis in manufacturing process
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

cvaluation
Evalua
Whet tion of Pr
her . the Meas o
Evidence | Meas | .
. . . Pro ) h ba .
No | Classifica Risk Potentiall S Risk g of measure | ure tpagt | e | WhemeT o . - | Ris ’
: eve | bab . ol Control - of cffec | produce | Severit [ bi Risk
tion of (source) | y harmful | . .. | Risk | acce implement | compl ; N
4 2 rity | ilit | meas | measures : - measu | tiven new y lit accept
hazard formation | conseque level | ptabi ation iance lev o
(S) y . ures (plan) . . res on ess hazards (S) v ability
(source) factors nees lity (verificatio | evalu ; el :
(0) are ) produc | revie (NH) (
n) ation
need t W 0
ed perfor )
mance
Risk analysis in purchasing
The
materials
The ki rovided o
e: . E the Affecting QC
i ks the L QC incoming
materials | supplier roduct Signi | Me Lhias inspection of | inspection | Com No | Effec Negli k Accept
Hl |donot |donmot  |P fican | diu | R3 |cepta | YES |. P ) NO B8 1 o | RI i
performan incoming reportand | liance | impact | tive ible i able
meet the | meet the i m ble P il W
specificati | specificati ce and materials cvaluation
OI;S - stability report
requireme
nts
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

cvaluation
Evalua
Whet tion of Pr
her . the Meas o
Evidence | Meas | .
. . . Pro ) h ba .

No | Classifica Risk Potentiall Risk g of measure | ure tpagt | e | WhemeT o . - | Ris ’
: Seve | bab . ol Control - of cffec | produce | Severit [ bi Risk
tion of (source) | y harmful | . .. | Risk | acce implement | compl ; N

4 ? rity | ilit . | meas | measures ) : measu | tiven new N lit accept
hazard formation | conseque level | ptabi ation iance lev o
(S) | ¥ . ures (plan) : : reson | ess hazards S) |V¥ ability
(source) factors nees lity (verificatio | evalu ; el
(0) are ) produc | revie (NH) (
n) ation
need t W 0
ed perfor )
mance
The
nitrocellul The
g8 b materials
membran g
rovided ;
e, glass Iljv s Affecting QC
e h i i
St o supplier o Me Unac QC . i L

0 polyester g product Mod din | R2 | copta | YES inspection of | Inspection | Comp | No | Effec NO Neglig o | R Accept
membran | oo | performan | erate n ble incoming reportand | liance | impact | tive ible | able
¢ do not syt Bl cec and materials evaluation
meet the on stability report
specificati requireme
— nts
requireme
nts
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

cvaluation
Evalua
Whet tion of Pr
her . the Meas o
Evidence | Meas | .
. . . Pro ) h ba .
No | Classifica Risk Potentiall S | [y Risk ccz)ritr Sl of measure | ure 1m(1))?ct eujrfee SC Wrzzhjcreto covert | Ris Risk
tion of (source) | y harmful | . iie | Risk | acce implement | compl ; L e |k
4 z rity | ilit . | meas measures 5 : measu | tiven new y 1t accept
hazard formation | conseque | level | ptabi ation iance lev o
(S)y | v | ures (plan) : : reson | ess hazards S) |V¥ ability
(source) factors nees lity (verificatio | evalu ; el
0 are ) roduc | revie (NH)
(©) n) ation P (
need t W 0
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mance
Lhe trs Affecting
card docs the QC
not meet - QC incoming
product Signi | Me Unac ; . " ” . L
Mol T - ;
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nts of the ——— T materials evaluation W
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The
The PVC materials
v provided | Affecting
board QC
d e - QC incomin,
- ?[?t supplias i Signi | Me e inspection of | ins ectifn C Ni Eff Negli L A
H4 | MOLTC 4o not performan | fican | diu | R3 | cepta | YES | Poe. # Oui) o NO BB | | gy |mmmt
specificati cieettie | weatd ‘ s ble iugomulg, report a}ld liance | impact | tive ible e able
on ‘ spesiiontt | Appema materials evaluation
requireme | . 5 report
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requireme
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

cvaluation
Evalua
Whet tion of Pr
her . the Meas o
Evidence | Meas | .
. . . Pro ) h ba .

No | Classifica Risk Potentiall S Risk g of measure | ure tpagt | e | WhemeT o . - | Ris ’
: eve | bab . ol Control - of cffec | produce | Severit [ bi Risk
tion of (source) | y harmful | . .. | Risk | acce implement | compl ; N

: rity | ilit | meas | measures ) ;i measu | tiven new y lit accept
hazard formation | conseque level | ptabi ation iance lev o
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(source) factors nees lity (verificatio | evalu ; el
(0) are o atiar produc | revie (NH) (
need t W 0
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Fail . f 7
LAy o Affecting SO Daily
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correcf accordanc S Signi | Me Unac management Pm—— P N Eff Neeli L A
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; : inspection
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and humidity -
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control e
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Hazard (source) identification

Risk estimation and risk

Risk control

Residual risk evaluation

cvaluation
Evalua
Whet tion of Pr
her . the Meas o
Evidence | Meas | .
. . . Pro ) h ba .
No | Classifica Risk Potentiall S Risk g of measure | ure tpagt | e | WhemeT o . - | Ris ’
: eve | bab . ol Control - of cffec | produce | Severit [ bi Risk
tion of (source) | y harmful | . .. | Risk | acce implement | compl ; N
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hazard formation | conseque level | ptabi ation iance lev o
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4.7 Acceptability evaluation of comprehensive residual risk

Evaluation Team of Risk Management agree with that comprehensive residual risk 1s acceptable after
considering influence of all residual risk.

Specific Evaluations:

Is any risk control inconsistency?

Conclusion: None.

Warning Evaluation (including if there are too many wamings?)

Conclusion: Clear and Meet Specification.

IFU Evaluation (including if any inconsistency or difficulty to comply with)

Conclusion: It meets {Guidelines for writing instructions for in vitro diagnostic reagents} . It clearly
describes product safety and it is user friendly.

Conclusion of Evaluation Team

Conclusion: All agree with that comprehensive residual risk is acceptable.

Evaluation Team Member: Lin Li, Jing Zhang, Yun Liu

Team Leader: Yong Yang

5 Post-production information
5.1 Effectively control risk of products in the trial production stage by Risk Management. Will continue
collection of further post-production information to analyze and control residual risk in real-time.

5.2 Methods to collect post-production information:

1) Regularly collect variation of new version regulations and standards:

2) Regularly collect interior or exterior adverse event;

3) Advisory Notice and Product Recall;

4) Regularly collect reports on the results of supervision and random ingpection by the supervision

department;

32 Customers’ complaints and returns, Diagnosis and Evaluation Result;

6) Evaluation & verification of variation of design or technical flow;

7> Summary analysis of the quality of purchased products;

8) Problems in the manufacturing process and corrective and preventive measures (Production process

control status, unqualificd status, and ability to produce qualificd products in key processes (Whether to

verify, the monitoring situation after verification ) ., monitoring results during product storage
(Environment, packaging intcgrity, storage life) )

9) Product inspection results (trend analysis) and corrective and preventive measures,

The above information can be obtained from system records. In addition, the latest technological level
tactors and the feasibility of its application should also be taken into consideration, Not only should the
relevant information of the company's similar products be collected, but also the public information of other
similar products on the market.

5.3 The above-mentioned information received should be reviewed and analyzed, and the analysis results

may involve safcty information should be cvaluated whether the following conditions cxist:
1) Is there a previously unrecognized hazard (source)?
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2) Whether there is one or more unpredictable risks arising from the occurrence of hazards (sources), which
are no longer acceptable.

If any of the above happens, on the one hand, the impact of previously implemented risk management
activities should be evaluated, fed back into the risk management process as an input, and review the product
risk management documents. If the results of the review may have one or more residual risks or their
acceptability has changed. the impact of the previously implemented risk control measures shall be
evaluated, and further measures shall be taken if necessary, to make the risks acceptable.

5.4 According to results of the previous analysis and review, find the direction of product improvement,
repeat and improve appropriate risk management process, and modify the corresponding risk management
documents and risk management reports.

5.5 Review Risk Analysis

Over time, when new technology/data/data applications may climinate or reduce the risk of a hazard (source),
R&D department will conduct a new risk analysis and review. Any changes in risk management can be linked
to the management review process. We do not produce this product at present. Once it is officially produced,
it will be re-analyzed, evaluated and controlled according to the above scheme.

According to the above requirements, this product has undergone sample trial production and small batch trial
production, from which preliminary production and post-production information has been obtained, including
raw material verification, packaging material verification, performance verification, process verification,
stability test, equipment verification, and personnel training. In general, this product meets the intended use.
and its safety and effectiveness meet its technical requirements. There were no abnormalities nor adverse
events in the product and production process during product trial production, small batch trial production and
the entire design verification process. According to the currently collected production and post-production
mformation, compared with the identified hazards (sources) and risks, new hazards (sources) and risks do not
appcar, unacceptable conditions for the identificd risks do not appear, and inconsistency of existing risk control
docs not appear. Warnings clear and mect specifications. It clearly describes product safety, and it is user
friendly.

6 Conclusion

The risk management evaluation team has reviewed the trial-produced products and the risk management
process by checking the risk management documents. They agree:

—Risk management plan has been properly implemented;

— Comprehensive residual risk is acceptable:

— Appropriate methods are in place to obtain relevant production and post-production information;

— All remaining risks arc within the acceptable range of risk acceptance criteria, and the benefits exceed the
risks.

Agree to approve the registration.

Signature:

Date:
hT
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