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1. iﬁﬂﬂi h_l]f
re i Product Description:

A FATIN A ST A TR R AW A SR A i 3 R R AR A A e BRI A
BEdk, FRJIA ARG, WAL, BERIGE, 0P, FIMERARZERUTERS YYOITY /O YYO454 bRk,
Sterile surgical blades & scalpels with plastic hamile is made of stainless steel or
cAarbon steel material which work in knife handle applied to the ordinary and
professional incision surgeons . Sterile surgical bhlade

specilieation | hardness  hlade size and related handle sige must meet the
YYO174/YY0454 standards . Completed specification , sharpness ,well clasticity and
tenacity in our blade.

FRETERUEERSESHFERIN LRRFLIRELE T EaM RN (AR
A reahsBl, BEER(S IR AR EE ) AT IR T PR ah i HE 1)

The nsk management plan is mainly used for planning nsk management activities of Sterile
surgical blades & scalpels with plastic handle product in the whole life cyele (including the stages of
design, development, product realization, final shutdown and disposal ).

2. ML S ELRLE 4 A Distribution of Responsibilities and Permissions
2.1 B ST AR O AR RS M T, W AR R T LR . (RUESS MR BB
ED LI UN S i ey, O PR B AR 1 FUH AR e R AR g

General Manager provides proper resources for risk management and is responsible for leading risk
management. Risk management personnel shall be qualified by training and nsk management executor
has adaptive knowledge and experience.

2.2 AR S e RO R R i R AT R, el M. R, R,
£ W oy DU o WY VR T B0 4 A, A A D P R 1

Technology Department is responsible for risk management activities in the product design and
development process to form relevant records of risk analysis, nsk evaluation, risk control,
comprehensive residual nsk analysis and assessment, and prepare nsk management repon.

2.3 MR, BuRRERE. S, R ] 0 0T MO S e B i RE A ST C e
oL A, LB S R A RS 1S M B S A TR A R A, A B
1787 — % R J AR A

Quality Department, Clinical Manager, Sales Department, Production Department and other
departments are responsible for analyzing all known and foreseeable harms from the perspective of
product realization, collecting production and post-production information and feeding back the
mformation to the Technology Development in time for nsk evaluation, and carrying out & new round of

risk management activities if necessary.



2.4 % B H R TOT o L ) i W PR R ARl i TR, R R A
Mansgement representative and members in the evaluation group shall review the results of nsk
management activities penodically and take charge of cormectness and validity thereof.
25k EEE AR RSEE LR T
Enterprise management department shall be responsible for tidying all Ask management files,
3. [RGB Risk Analysis

30 BmE TR RS, N, BoRE. EJeiETRa. erkee . WimaEs. HAREE
A A A B P S L A R A L A R T O e i R ) L A T
W R RS, RO A R R b T S O R ] f e A e L B S RO
AT T4 bRt B I ENISO14971-2012 Fis B 08 By 2 R e 1 I A o ek me ik T
b, EERE IR A YA T PR T A (R ) S i s s T ] L R R

Departments involved in nsk analysis include Production Department, Quality Department,
Technology Department, Enterprise management department, Clinical Management Department, Sales
Department, Technology Department and the hke Technology Development 15 mamnly responsible for
analyzing the known and foreseeable sequence of hazard cvents in the design development stage
Production Development is mainly responsible for analyzing the known and foreseeable sequence of
hazard events in the product pronunciation stage Sales Department is mainly responsible for analyzing the
known and foreseeable sequence of hazard events after production of product. Quahty Department is
responsible for collecing results analyzed by vanous departments and analyzing the known and
foreseeable sequence of hazard evenis according to the data in Annex E.1 of ENISOI1497]1-2012
Management representative shall organize various departments to carry out risk evaluation and analysis of
risk control measurements and prepare corresponding document.

3.2 PO 36T P AR

Contents of nsk analysis include
A T HE RS Bl R R

Sequence of possible harms and hazard events

B i Ak A LG R4 T A
Probability of hazard occurrence and caused harm

C) Jar ™

Seventy of harm
33 /R AR B B T R ST TR R PHA (R)MOETEE ) 3R
AR W RETT AR A SR R AT BE S B0 400 W R 1T A B



As details of product design are known less in the initial stage of product design development,
preliminary hazard analysis (PHA) technology is adopted for the analysis of hazard, hazardous situation
and possible harm.

3.4 R THIT A R B R A R R IR A A B (FMEA) MR MBS, RNRIE A b
(FMECA ) B7= &b 1T . o b g 22 T i 980 00408 S0 B 1T 8T

In the design development mature stage, failure mode and effects analysis (FMEA) and failure mode
effects and criticality analysis (FMECA) shall be adopted for the analysis of hazard, hazardous situation
and possible harm,

35 B E B R A e R A (HACCP) T IS S RRmiE..

In the pilot production or production stage, hazard analvsis and cntical control point (HACCP) shall
be adopted for optimizing nsk management.

36 EMR. F R NRSEARY S EFH R e EEET i, WP RIES.

Quality Department and Production Department shall be responsible for analyang all known and
foreseeable hazards of the products and keeping relevant records wetl.

4. A4 Risk Evaluation

4.0 PR, FUERE. . O O T D b A e 5 DR R ) A AT A R
MLEA A Fr. SO PR A R i £ PR T AR T R R I T BUMR 2 H . ORTFEFRR G
.

Production Department, Quality Department and Sales Depariment shall be responsible for
cooperating with Technology Department to analyze occurrence probability of hazards judged through
risk analysis and harm severity, and judging acceptability of risk according to the acceptability critena of

risk according to the plan, with 2 months expected, and keeping the assessment records well

4.2 R (PR R E SRR o FE S R, VP R T S R A SE SRR
gt

Criteria of nsk management shall be defined according to the guiding principle, assessment
nisk/acceptable risk defined in the Risk Managemenr and Control Procedures.

421 M™EEER 4 8 Determination of Severity Grade 4
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Ratings

e

Rl AR L
System risk definition

fic 1t

S A o A e e 0

Cause permancnt damage and damage to life
R,
Description:

(e FRE RS TR, SR TN ALy R A F R S iR, e

B N A, B L R
For esample, ihe sarpical blades breaks in the course of surgery  nnd lesves the broken

Surgical blades im the ussue, which reguires the modical iemmen ity sberwise i o cause

perimanenl damage 1o corain lisses or serions damage o il

fe il

RGBS e AR W AR
Cousc injury or damage requiring professional medical intervention
i iR,
Descriplion;
EXRR, CTESHNRD. NN, BART TR (RIS RE M)

Reviwz of i moy cause infection, fever and 5o on, requibing medical treatmenl inidrvention {ise|
ambi-mfective drags elc )

L0

W HAEOR R EE T A A0 B 050 5E A0 1
Cause temporary injury or damage that does nod require professional medical
meerveniion
L itk
Description:
EREMER TR EREENR, D%FE0EA S~ EREMNE, WHrRus, o
EREIT fr A
The remaining surghcsl blades afler use shiall be disposed propery . and the susgical blades tp moy

cose slight dumage. temporary ugury of damage, & the personnel who coniact o, genemndly i
mequires ne mexlical imervention.

] B

ERLEES S BT
Inconvenient or emporany discomion;
FoiHigu,

Example Descriptinn:
H G RFAT R, R, oFiE SRR,

The: remaining surgicnl blades afler wse shall be dispased propery or it may camse covinmmenial
pollution,




12,2 W R E MR E Mt Damage probability critena

WEH Ratings L% Code i CHIE ) Frequency (per vear)
£ Usual 5 =0

il Sometimes 4 <107 fiz1o

%% Incidental 3 <107 faz10?

i Very linle 2 <10°* ®z10*
AR Rare I <108

T BN TR IR R W ) 2 R BI Rl 0Y i £ A S e R A WA R AL Lo CIEHE) ).
Mote: Number of event occurrences of each Stenle surgical blades & scalpels wath plastic handle or the
expected number of occurrences each year (number of hazardous events/unit product (annual sales)).

AR
Description:

2014 iF. 2015 4F. 2016 iF M FARII R MW TFATIEMaral: 41 F k. 39 75, 43 71,

TR 41 H.

The annual output of Stenle surgical blades & scalpels with plastic handle in 2014, 2015 and 201615
410,000 preces, 320,000 and 430,000 respectively, with the average annual output of 410,000

2014 1. 2015 4F. 2006 SE— LWL MUY oy, UARERMER S o 151 . B .
7 1%

The number of hazardous events (eg. unqualified surgical blades sharpness) collected in 2014, 2015
and 201615 15, Band 7.

T E YH R 10 1F.

The average number of hazardous events is 10,

Jo B AR =1 W W B R =10 fl=41 F=1/41000 wpde<io™ foz10® Zf, Sk
RS 3, B3N ER.

Hazard probability =number of hazardous events ~unit annual output=10 pieces+~d 10,0 = 1/41000
namely between<|0-dand=10-5, the probability of occurrence code is 3, so the probability level is
accidental.

4.2.3 FLES AW Risk evaluation standards



: PR Rank
R
Occurrence probability of 4 3 2 1
e il i il o] 285
Critical Severe Mild Negligible
58 Usual 3 R+ 53 53 R
fittl Somctimes | 4 | p, Ha R Ri
AL Incidental 3 B Rz Rz Ri
i Very litie 2 B R Ry R
#M4 Rare ! R Ri Ri Ri |

e PR TE(R =1 7 MR

Note: Risk level (Ry= damage seventy > probability RI(1-

S): T ZE ) A

R1(1-5): Neghgmble nsk

R2(6-15): HT4ESZ A ABE G — 0ol B (B 7, o A A T, o sl o B A el 0
fit )

R2({6-15): Acceptable risk (study for further reduction of risk, risk control measures should be
implemented if it is of technical feasibility)

R3(16-20): A~ n[4E52 01 b R3(16-

20): Unacceptable risk

4.3 (R FRURE 43 B 0 LR S0 Ak T S A 7 o A (0 DL B A 5 R T S R
RIS X, AR T A AR AT Ty S K B A R AR £ P B S R A
b M AT BB, TR A AT SR ML IRLRS T R R

All the nsks of products. which are judged through risk analysis and nsk evaluation process, shall be
reduced 1o acceptable area by taking reasonable and feasible measures. When the risks are judged as non-
acceplable, relevant data and documents shall be collected for risk/benefit analysis of nisk. 1f the benefits
outweigh the nsks, the nsks are still acceptable, if the nsk is greater than the benefit, design shall be given
up.

4.4 W RS LA T A e Y. RS — P A AT S R R L T LR i A
RUBERE A, 0] PR A SR S B I RS 4 R AR A R R, T A R
BT By, PR RESrlT. MBFHT G, MiEEEaEe, DRMRICT 2N,
] o A ] 52

For the hazardous situation that harm probability cannot be estimated, list of harmful consequences
shall be prepared for nsk evaluation and risk control, and reasonable departments shall cooperate wath

Technology Department to take corrective and preventive measures to reduce nisk as much as possible



Risk/benefit analysis shall be carried out for the risks which cannot be reduced If the benefit is greater
than the risk, then the hazard is acceptable, if the risk is greater than the benefit, the risk is non-acceptable.
4.5 fETERAEIR, PRSI, (EARE R N o T HIL R A0 PR B (4 555

The risk is very low in acceptable area, but it also needs to actively take measures to control and
reduce the nsk.
4.6 A% i 5 20K T RS A i H AT AL

The risk shall be judged as acceptance when the benefit is greater than the nsk,
5. M| Risk Contral
5.0 0T 0 0 o] A I TR B 1 < S BT T I b LR R RS

Feasible measures shall be taken for mimimizing the risk judged as acceptable,
Ao T 85 T A TS 0 AR, % 0] R S A S BT B BEA BL T LA O AT
PR R b, R e TR R . DU PR R R AR KT

For the risk judged as non-acceptable, vanous departments shall cooperate with Technology
Department 1o analyze risk control scheme in the design development stage from the following several

aspects, identify one or more of the nsk control measures, so as to reduce the nsk to an acceptable level

1y A i A A = 4t
Getting inherent safety feature with design method
TR I A M

Eliminating specific hazards,

B A T B A R
Reducing the occurrence probability of harm;
- RO I o 0y P
Reducing sevenity of harm

2) {E7 A By sl E Wk LA P g B 4

Protective measures in the product itself or in the manufacturing process

3) L4fae

Secunty information

- E ™ GBI SO P R . R,
Giving warmings and instructions of the product in the accompanying document;
-~ PRl 1 55 7 2 % ) e L | 6 Y 4

Limiting the use or service environment of medical device;
- R R AE A AT R

Training the operator



5.3 fEM AR EE R, e A R A T A, s HACCE 1k
AR O o By R R ] )

Product manufacturing process shall be controlled by using HACCP technology in the pilot production
of production stage of the product. (Hazard analysis and critical control point)

5.4 U SLEE T AR S HTRRE P 0 PR R AR O, W  AB ) RS G B R R AR T AR
S it 4T, R L I SRR SRR A S S T R, R RO

If it 15 infeasible to reduce the nsk through confirmation by means of program analysis, vanous
departments shall collect relevant data to camy out risk/benefit analysis on the residual nsk. If benefit
greater than the nsk is not supported by collected data and documents through review, design shall be
given up.

5.5 bl TRom e B A W A48 < R I — T ol B R S A R PRk RS ] e e .

Various departments shall ensure that one or more judged nsks generated in the hazardous situation 15
fully considered, so as o guarantee the integrity of the nsk control.

5.6 (F RSy e b P B S, R e OR AT A AE AR ) 1 R M R
Mtk oHEfTR G AR RCERCART B EE 4 S0 R TR A2 A MEHE T . e ]

&SI AL — i R R L R A AT AT U S R O S Y
ST A o LB R B SRR T, A REOCF R, D  DRG AR AT R, ImR,
Bk FARAE, WAATIEE. o TR TR R R A 0 A A A M
ol e B T LL A TF, f ENISO14971-2012 B 3 (400 2 TFB Lt Bl i i . Jality e
415 T 00 9 2 5 S A — B I L e O A L A Y BB R G AT R T
SHHT, R HETT RN R AT . B A A R R, AT ARRES Bl A5 R R AT R R R
¥,

During or after implementation of risk control plan, implementation effect shall be verfied 1o
determine the adaptability and validity of control measures, any residual nisk shall be evaluated by using
Article 4 Acceptable risk eriteria in the plan, and non-acceptable risk shall be further adjusted by taking
risk control measures. If control measures is impossible, vou shall collect and review the relevant data and
documents to carry out nsk'benefit analysis on the residual nsk. If the benefits outweigh the nsks, the
residual nsk still can be received. but if the nsk i1s greater than the benefit, it 1s non-acceptable. For the
residual nisks judged as acceptable, Sales Department shall cooperate with Technology Depantment to
determine that those residual nsks shall be open, and the residual risks required shall be open on the basis
of the guideline of Annex J in ENISO14971-2012 Meanwhile, analysis shall be camed out to evaluate

whether one or more new risks will be caused by implementation of control measures or whether there is



influence on risk evaluated before implementation of measures. Risk analysis, nsk evaluanon and nsk
control shall be carried out again if necessary. Results of the activities shall be recorded and maintained

6. RS TE E A 0055 UF R Validation Requirements of Risk Management Activities

6.1 MR BT RS T Ok S el i Rk

Validate whether the risk management plan is implemented appropriately

Vol 0 BT LB R | R A S M OE A T A, L R R A
PRS0, PALBS RO, PRS0 IC S, o0 PR B P O Ry LB D R LA A Y
{1 s i«

The members of evaluation group shall be responsible for validating the implementation of nsk
management plan to check records of nsk analysis, nsk evaluation, nsk control and the hike by means of
checking the risk management file, so as to ensure risk management activity of risk management plan has
been implemented appropriately.

6.2 M EEGTE A A UE Validation for effect of risk management activities
Vo L e e o A A L Bt e 0 A I B e, R A A T U LA i

e B A
Evaluation group shall validate implementation effect of nsk management plan by means of
collecting clinical data and the production & post-production information to ensure validity of risk
management sctivities
T DT R R AN F ) K Review Requirements of Risk Management Activities
7.0 U o AL B B JLER B i F Members of evaluation group and their responsibilities are as
follows:



it B £ W fE 0 T HEE O
N Pusitinn Competence Responsibilitics in risk management
AHEABMTERR TR, o | THOEA WEREHERERRRA SR,
¢ { b B
fEry Hﬁl;lﬁn!;f‘miﬂ?ﬁ“:gﬂugﬂ TuEmD o ject leader shiall develop sk ——
. 3 ersang internal commumication msd perfonm risk
Ty | The semor expen in surghcsl cquipment industry, e —
Coo Minglon | Gencral hﬁ:’“m“ﬁ; ;h::ﬁw i medical | projec leader shall develop risk assessment criteria,
s for mare than 30 years, hove the innovative ides - " s g pertvo. FLINR
PG pece Project leader shall develop risk sssessment criteria,
with the tames and the view of overall stustion of Eo :
crsune inlernal comemucation o perform sk
macro-deployimen
Bk L o] R Ay RRERRS, R R TR
L PR RN P i R R, ST,
R O R g R UL 0 P T
FETT AW TR, BB EmEEM. W | Technically sure possibde mamifacturing defect, be
I RRMEN L AT 30 GE. M 1SD14ES B respoisible for the implememiation of sk
P nsmagemend, dsk identificntion in the process al
. product clingcal use, fomualaie pnd implemen
P l]._&#hfj pufessiossl engineons of medical comective and preventive measures and validase
sty devices, familiar with the. industry R
repulitions cngaped b medical device 1 - WAL ef = s G R AL e 4
manalackanng and mamagement for neark 30 R T, I LSO
vears, , satisfying e
ISCR 3RS systen imemal asdidor qualificaisons. Be responsible for evaluaiing and analyzing risk in
ihe produet realization process from the perspecin e
al bvws nid repulations, and soming the documenis
bl 3
Flﬂl‘ﬂlig;:: mﬁﬁﬂﬁ#ﬁﬂ?ﬁﬁﬂ e W e P TS ) MR L. R A
i Professional cngincers of mechanical R PP POk R ) i
L Jun Produciion nmvinafaciuring, Gumsiliar with e industny safcly B
Mamiger regulaiions, engaged in medical deyice Estinmie the probability of Eailune occwrmence from
mamacturing and masssemenl for nearly 30 vears, | 1he perspective of prodiecikon, as vwell & seventy of
equipmen| status, nsk kenisficaiion in ke
masnsfscturing process and corrective mensares.
FUS s o TR, BT S . M | P B O T R R LA S
B vy R TR 20 5F, ISOI34RS | ELS P e S A 0 M R
AV EET MBI, NS e RERRE S
Professiomal engineens of mechanical {0 SR R S R R AR IR R T A
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B AHER LR T, A FRna=d
AR R BN RE R
R A P B R R AR K
FEAFC RE O MR AN (Pl iy RSl
B AL e . IS L e R e 5
Engaged m the clmical work of gyusecology and
i - ey T WA AP 7 B B 2
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The members of the evaluation group shall be responsible for the correctness and
validity of the evaluation results.

73 EETERE S FR R AR O R Y R GCRBE. HEREE R
W5 P S PR S BT, B R AR RO R L

Various departments shall cooperate with the members of evaluation group to use
Processing Controd Proceduwres of Customer Complaints and  fsswing of Advisory Nodice,
Provduct Recall Control Procedures 1o evaluate information related to the product safety, and
provide the basis for comprehensive residual risk evaluation

T4 A Ll PR AT RS BAE S e TR U e Gt S W S B B T R
Evaluation shall be carried out according to the following stages such as design development,
pilot production, production and after-sales stages of product and information related to safety.
1) B0 R e e Hh
Whether there is previously unknown hazard,
2) R ARmERERACHG e (—TREA) AR R
Whether the esimated nsk {one or more) caused by a certain hazard 15 non-
acceptable
3) R EEIGEE 0RO R
Whether other aspects in the initial assessment have failed;
A0 I R T 2 LR PR A T R A AL T 9 T
.
Whether the comprehensive residual nsk of product is reduced to an acceptable level or judged
as acceptable through risk/benefit analysis.
T.5 [ i M R A 1 A R LT VR
The way of acquining product production and post-production information shall be evaluated.
DRV G S L e O R et e ™ S ) 2 e A MO T R M S
I
Evaluatiton records shall be kept to prove that cach element of the nsk management plan has
been implemented approprately in the specific life cycle stage of the product.
8. S0 a R 2 B Analysis of Comprehensive Residual Risk

B.1 FEATHT RS MHG O S SRS . A0 M R A i W R R R A
T R B s RS AR AT R b 3 4 SR R O RS TR0, T A S,
BB T LSS RO T S R SOER, LA P WOV AR YRR AT S R TR R S A,
B, Lk E e SRR S LR SRR M e, WSS R RS TSN, &
W oW AR T R A e R 2



After all nisk control measures have been implemented and validated, various departments shall
consider whether all comprehensive residual risks caused by Stenle surgical blades & scalpels with
plastic handle are judged as acceptable according to criterion in the Arnticle 4 of this plan. If the nsk
15 judged as non-acceptable, vanous departments shall collect and evaluate the relevant data and
documents to determine whether the intended wse of the medical benefit is more than
comprehensive residual nsk, if the evidence supporting the medical benefit is more than
comprehensive conclusion of residual nsk, comprehensive residual nisk 15 acceptable, otherwise

comprehensive residual nsk is stil non-acceptable

B.2 Al 1] EL &4 — T i) — 2 7 iR i B o s R

Vanous deparimenis shall refer to the following methods to evaluate the comprehensive
residual risk.

1) W bk RENLA R EE T SRR AL, LA OE S0 B O W e DR AL 5 BT L 2

Event tree analysis. performing the joint study on the individual risk to determine whether the
comprehensive residual nsk is acceptable,

20 R s TR B T R e A TR O A AR MRS AR, ST AT B Rl
5 R

Fault tree analysis: the same kind of harm may be caused by different probability of hazardous
situation, the method can denve combination probability of harm;

30 RO PR R AR R T AR S P R AL A R g O R S R )
# I i R

Carry out comprehensive evaluation for the individual risk control measures: if single risk is
appropriate, conflicting requirements may be produced by control measures;

4) FTEVFR . BRI O RESL O G R, (E ) 3 o WL HE R AR A i) 2 AL

Warning evaluation: single waming may provide lower, but waming effect may be reduced in
case of too much waming,

S0 PP AR e T AT R BT A ) A R O S O o T e S B A
Ay, B AL i,

Evaluation of product manual the information may be mconsistent through evalustion of
product manual of Sterile surgical blades & scalpels wath plastic handle or it is difficult to follow ;

60 PSR s R R O T S AL 28 oL TR 0057 o LA 1) T T 1 T e i
T HEE, DI BT A LY.



Risk companson; compare single residual risk handled and the risks of similar current products
in different use cases one by one, especially the latest adverse evenis.

B3 (AT ke a5 ) PR R (R ENISO14071-2002 B I FLLEAE, BRI
Bl e Rics.

Various depantiments shall decide which comprehensive residual nisk shall be released
according to Annex J of ENISO14971-2012, evaluation result records of comprehensive residual
nisk shall be maintained.

9.5 F A 4 B Remaining Risk Analysis

MEE T AT BT A ) i RS (0 04 PR 2 S 0 B AT B R R 4 BT i
AEGEEAT, Sl b oA R A ] 455 0 G e LB i 10 T A ol e O g LB A A
Tt S DR 50T Rk 3 T A eyl o WO O S R R LR AR e
A AR B T e e S A U O R DR EELVE R OE |8 TR 7D B S A T A e
AEAIHEAT I A LR A E TR UK ILAE LL R T i AT R E «

Evaluation of the remaining risk of Sterile surgical blades & scalpels with plastic handle, the
risk management team is based on the evaluation critena of Article 4 of the nsk management plan.
In fact, not all control measures can completely eliminate the risk, and the zero risk of the product
15 not present throughoue the life cycle. If the remaining risk is not reduced 1o an acceptable level,
the risk management process must be repeated to find o way to reduce the remaining risk to an
acceptable level. The risk management team should determine the remaining nisk after a full risk
nssessment of the entire risk management activity for Sterile surgical blades & scalpels with
plastic handie:

(VT AR S A T

(1Risks accepted consciously;

(23 2 UL W L3 D ) D, 6

(2)The identified but misjudged risks,

(3B

(3} Unrecognized risk.

ke i PR 0 S D RO BT S M R e A (R MU TR RS M, FOT 6
B P

The evaluation of remaining nisk identification throughout the product life cycle, to maintain
the assessment’s records of remaining nsk, and give them into the product risk management
documents.

10, VTP 5 Risk Management Report
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Before commercial sales of the product, varous departmenis shall cooperate with Technology
Department to complete the evaluation of the nsk management process. See Article 7 of the plan for
the evaluation requirements. Final evaluation results shall be given in the form of nsk management

report.
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Risk Analysis, Evaluation and Control Records

1. it Overview
1.1 A 4 87 Risk analysis:

ARG A BRI AW . FREW. RIRE. ThERRY
7 A A7 Y L SR AT LY S R0 — R R A G, S bz R S HT T H: FMEA.

FMECA #1 HACCP & 8 F AU 1 B 800 F AL 710 S = W Bl 4T 1 o W B8 i3 o i 0 LB
s TR .

The risk analysis is just an initial hazard analysis for known and foreseeable harms in the
aspects of biological hazard. chemical hazard, and information hazard, use hazard, functon failure
and the like, In addition, risk analysis wols such as FMEA, FMECA and HACCP are used for
analyzing Sterile surgical blades & scalpels with plastic handle in the production stage, including
hazard analysis and risk control scheme analysis.

1.2 PRSP BB PR B, R B B S O 7 8 R A e B B L
) e O A O P R AT A BT RO R . DR VO e R R A i D g R
P R el ol s o ) DR v A AT AR, A b e e ) T AR

Risk evaluation: according to the rnisk management process, hazard determined through risk
analysis, occurrence probability of hazardous sitsation, caused harm probability and the severity of
harm shall be analyzed and evaluated. Risk evaluation process 1s to compare acceptable Cnitena of
estmated nsk and nsks given in the nsk management plan to determine the acceptability of the nsk.
1.3 PR ) 0 e e O P A T S ) DU o e 2 T D 52 IR e L

Risk control is & process of taking measures to reduce the nsks judged as non-acceptable
through risk evaluation to the acceptable risk.

2. P B R EIEEE ALY Risk Analysis, Evaluation and Control Personnel

B OB R R A . RPCSMEY . PP R B AR R AL, R
A%, HAR. KSR, W,

According to the arrengement of the risk management plan, departments involved in analysis,
evaluation and control include Production Department, Quality Department, system Office,
Technology Department, Clinical Management Department, Sales Department, etc.

AR A WA b, VPR R FF R I R0 ] e R A R B AR
A5 475 i«



Technology Development is mamnly responsible for analyzing the known and foreseeab
sequence of hazard events in the design development stage, and putting forward control
measures for the nsk;

= R A b R A P LAY R T LML R, R PURS Ak £ I B

Production Department is mainly responsible for analyzing and evaluating the known and
foreseeable hazards in the production stage of product and take corrective and preventive measures
for the nsk;

WG AR TR 8 A B B o 27 R R A 7 T 2 e L i e
I UG T AR A

Clinical Management Department and Sales Depariment are mainly responsible for collecting
the known and foreseeable hazard events in the aspects of product post-production and clinical use,
and feeding back them to Technology Depariment,

fi ol PR O T S s R B R . AR OT TR R

Enterprise management department is responsible for judging feasibility of laws, regulations
and standards in the product realization process and after the product is listed,

MG A O % S T b S R ENISO14971-2012 S B RIREE M AT C
] L ) S AT A 3

Quality Department is responsible for collecting results analyzed by vanous departments and
classifying the known and foreseeable sequence of hazard events according to the data in Annex E_ |
of ENISO14971-2012.

TERRA (U RERLERT BR DL A P o7 60 e o ol B 1 i B S 8 S o) A B2 S

Management representative shall organize various departments to carry out risk evaluation and
analysis of nsk control measurements and prepare corresponding document.
3. RIF IR L S S S PR SRR IR S B FLHIET Intended Use of Medical Device,
Analysis and Judgement of Characteristics Related to Safety

P B A i AL B e R A R b ENISO14971-2012 [t C mifie. WS & 0

G ol 0 5 B R T D e 0 g G VAT IR LT 1 0T, RIS R 2 AT A A T

T o, idwimp:

Risk analysis personnel judge the intended use and characteristics related to the safery
sccording to the requirements of plan and the data in Annex C of ENISO14971-2012 and in
accordance wath the respective related discipline and experience, and analyze the known and
foreseeable hazards. Records are as follows:

L. {ifl5E 0T e R £ i % = I iiE



Characteristics of alTecting safety of mechanical device shall be determined.
| BT A T R A el BT A ?
What's the intended use of this medical device” How to use this medical device?

EEFA R EEWFATIRA TR AR SES, ERTHE. B, 8. $RE.
BRL. R RS WA TIREER.

Sterile surgical blades & scalpels with plastic handle are applied 1o incision soft tissues of human
body in the clinic. It can be applied to surgical incision in department of surgical, gynecology,
obsietrics, urology, orthopedics, orthopedics, and stomatology, Sterile surgical blade &scalpels with
plastic handle are assembled on the surgical kmfe handles for the surgeons to cut the soft tissues,

2, BT A TR A e
Is the medical device implanted expectedly?

Fodit. EFFERTIN LBWTEARTIRFORA SRS, SHFAE. B8, O&§. ¥
BEL, FFL R, OB, EMF RIS B EIRE A T B R ) e R s

Mo. Sterile surgical blades & scalpels with plastic handle are applied to incision soft tissues of
human body in the clinic, It can be applied to surgical incision in department of surgical,
gynecology, obstetrics, urology, orthopedics, orthopedics, and stomatology For the selection of
Sterile surgical blades & scalpels with plastic handle, the patient's part of the cut shall be considered.
3. BT I T T R A ) e
Is medical device expectad to be in contact wath patient or other persons?

ETEF AT BB RF R T = . O] 2 e RN B R R

Sterile surgical blades & scalpels with plastic handle belongs to short-term involved contact

product and it may be contact wath the clinical personnel for a short ime.
4 CE BT S b R R TR o R s e o BT R I I i e b e
Which material or component is used in the medical device? Is 1t jointly used with the medical

device? Is it contact with the medical device?



EEHE: BTN PR AT AT R 8 2 B
#. EARER.

Main matenals. carbon steel or stainless steel. Medical personnel carry a knife handle 1o

incision soft tissues of human body in the clinic. Sterile surgical blades & scalpels with plastic

handle will be contact with patient's tissue or body fluids, no bad reaction.
SEGHERS THEUMEES L
Is there energy @iven to patients or acquired from patients?

7. JEHFYEm

MNo. Mo relevant matters

6. AT SR (R as M W o F R
Is there material provided to patients or acquired from patients?
. B

Mo, No relevant matters

7 EEAT B R T AR R Y R T S A P e R Sl sl 2
Is the medical device used for dealing with biological materials for the subsequent use, blood
wansfusion/or transplant”?

. oMY

No. Mo relevant matters

B, FC 9T 8 R LG 1 T U AR Ol 0 e 3 S R B Lt it = A e i e
Is the medical device provided in the sterile form? Is the sterilization carried out by the user
expectedly? Is the sterilization carried out by other microbiological control method?

R AR IR MR . TR T BRI T A S R R, R
] oL B 1 B IR A

Yes The product is disposable sterile medical device. Sterile surgical blades & scalpels with
plastic handle product goes through sterilization by gamma ray, and gamma ray sterilization process

is confirmed through verification.

0 P AT WL 7 TR oh P AT R R R i

Is the medical device intended to be routinely cleaned and disinfected by the user?
& R0
MNo. No relevant matters

100 5 T 8 R A LI 9 R e B B

Is the medical device expected to improve patient's environment?
. oA



Nao. No relevant matiers

11 BT St A M Ak

Is the medical device measured?
e oA

MNo. Mo relevant matters

12 BT A R AT A b AR R Y
Is the medical device analyzed?
7. JCHR I

Mo. No relevant manters

13 AT F W S TR ROC A T A, R I R AR S Y
Is the medical device expected and jointly used together with other medical devices, medical or
other medical technologies?

5. JEFH I

Moo No relevant matters

14, B AT i A 75 97 90 Wik B sl A 2
Does the medical device have harmful energy or substances output?
e oA

Mo, Mo relevant matters
15 B2 9T 88 e 2 o0 0 0 B i Ay A

Is medical equipment sensitive to environmental impact”

EEFANR ERBTFARII R . W SN T e ah . RN
b TEEEG. A G A

Sterile surgical blades & scalpels with plastic handle is sensitive to transportation and storage
environment. It needs to be stored in dry and ventilated environment. In transit, it 15 necessary 1o
avord light, high temperature and humidity.

16, 7 8 Bl A2 745 Bl B A 7
Does the medical device affect the environmem?

(i F RS B B SR R el S A 0, B0 i R ER A

After use, wastes shall be disposed regularly to avoid environmental pollution.
V7 B b 5 R A O R

Does the medical device have basic consumables or attachments?

%. B

Mo No relevant matters

18 By bl & WG S Hk T H B e ?
Does the medical device need 1o be maintained and calibrated?
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No. Mo relevant matters

19 B g7 SR 2 47 SofE 2
Does the medical device have software?
. JCAE R

Mo Mo relevant matiers

200 BT R L 5 PR AT A e
Does the medical deviee have strict storage life?

Mo FE LA Hism M ARAEER e, TR S fE. Ml WEERE, uiEds 9

-BEAEHE SR R A At

When small-sized packing is in good condition and the transporiation & storage are normal,
periad of validity is five years, If expired product is used, some performances cannot reach the
standard to cause accident.
21 BT S bR 8 A R oA e R A 7
Does the medical device have delaved or long-term use effects?

Mo,
22 BT SR S ol L Y

Which mechanical force is stressed on the medical device?
ST R E s, AR,
When the surgical blades passes through the tissue of the patient, there is cutting force;
B[R FE R, R,
When the surgical blades passes through the tissue of the patient, there is resistance,
23§ vk BE T S A iy 7
What determines the service life of medical device?
e R RIE AR . HE AR TEER NI RS O R BRI .
Jyar e BRI B LR R R e, e O BT I 4
Whether the product is transported and stored according to the requirements. When the
transportation and storage environment changes (temperature and humidity affecting the product),
external force may cause the knot-tying of small-sized packaging, and product performance changes.
These changes will affect the service life of medical device.
24 BT S R AL 5 R — e G R
Is the medical device expected to be disposable?
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Yes, it shall not be used repeatedly.
25 [RIF B R R I iE TR AL L Y

Does the medical device need to be stopped or disposed safely?

EMAEERTEAD N RBWFRTIARESR. CORREPRIFE T HAEA, L
AT B AR G . Ak R

Sterile surgical blades & scalpels with plastic handle shall not be discarded after use Sterile
surgical blades & scalpels with plastic handle must be stored in a special vessel in centralized and
ransported to medical waste disposal station. They shall not be used repeatedly
26, [EAT BRI % Nl Bl TR 5 R [ P B N (] e ?
Is special training or special skill required for installation or use of the medical device?
7 g 1) R o 5 SRl O O e S U0 0 R O A e A - AR TR A BRE
The use of the product must be operated by clinical doctors who are approved, trained
professtonally and obtain the corresponding qualifications. There 15 no installation program.
27t fa 42 ik e A= I (i 7
How to provide safe use information”
ARG B B e R IR S P SR R 3, R REN . 7 HE el B B A i
BURGEA ., 20k 3™ & A i, BEEfER.

Safe use information will be directly transmitted to the end user through the instructions,
without traiming, The product will be handled and used by the end user. When reaching the desired
life, the product shall not be used

28 B R RG] A R i i Y
Is it necessary to establish or introduce a new manufacturing process?
e
No.
20 BRAT S IO ], R ORI T AR, Blin B i
Is the successful use of the medical device crucially depending on human factors such as user
interface?
e
Mo,
30 PR 7 A AL 5 00 R WA R T
Does the medical device need an alarm system?

-



Mo

31 FEAY ST i L £ o 3l A il Y 7

Which way may cause mis-operation of medical device intentionally?
A M ARt AR IR R .

Ignore use proposal of the manufacturers (instructions and identification),

32 EETT HE AL 5 (07 o B EE R ) A Y

Does the medical device save data which is very important for patient care?
-
Mo

33 ERAT R R RO R i e (LY

Is the medical device used in mobile or portable type expectedly?
e JEAER

Mo, No relevant marters

34 BT AR RO R T T M A
Does the use of medical device depend on the basic performance?

B AP E AR TIEH, SERETHESF0R, BT ™80 AR,

Yes, the product 1s directly used for clinical purpose for cutting the tissue of patients, so it depends

on the basic performance.

4, TR E B, R HIEEE] Analysis, Evaluation and Control of Hazard

VA Ji 4 BT A 5 e 88 L) FED G B 0F s A B s, I et s T 8 e L ) e
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Risk analysis personnel refer to hazard example in Annex E.1 of ENISO145971 2012 to classify the

known and foreseeable sequence of hazard events under normal and fault condition according to the

intended use and prompt judged by the charactenstics. and analyze/evaluate possible harm and

primary control measures. Records are shown as the following table:
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According to the 4th item of Risk Management Plan, criteria for risk evaluation, verification
record of the effect of risk control measures is as follows:
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After taking reliable risk control measures, the nisk of the product 18 greatly reduced. Some of
the acceptable nsk need to be analyzed and accepted, for example, the probability is negligble ( 107
%), the severity is critical {4 ), The nsk level is R1, the sevenity of the risk of the product is critical

{4}, but the probability of the hazard 15 negh@mble. Since the product has been hsted (nearly 300
million in the past three years), faillure to cause permanent damage and damage to hfe, while
collecting similar products listed on the market after the informaton companson, and no adverse
events. Therefore, this kind of nsk 1s defined as an acceptable risk. While there are still nsks that
can be reduced as much as possible, taking into account the cost benefit ratio of the product, we

think that the nsk of the product is within an acceptable range based on the benefit and nsk
perspective.
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Evaluation of Comprehensive Residual Risk

L 7= Hhi% Product Description:
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atorile surglenl blades & sealpels with plastic landle s miade of stainless steel or
carhon steel material shich work in knife handle applied to the ordinary and
professional incision surgeons . Sterile surgical blade

specification , hardness ,blade size and related handle size must meet the
YYOI74/YY0404 standards . Completed specification | sharpness well elasticity
and tenacity in our blade.

2. B it Overview
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Comprehensive residual nsk evaluation is the judgment on acceptability of all the residual risk
of Sterile surgical blades & scalpels with plastic handle products with the purpose of safe and
effective medical devices after the implementation and venfication of all the nsk control measures.
3. d B Wi A Risk evaluation in the life cycle
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The Sterile surgical blades & sealpels with plastic handle product evaluated in terms of
risk judgment and measures in its entire life cycle (design and development, product manufacturing,
packaging, (ransponation, storage, final deactivated and disposal stages) pursuant 1o the
requirements set out in this nsk management plan, and determine the nsk management activities to
cover the product’s whole life cvcle in accordance with nsk judgment of 5.1 and 5.2 in Chapter

2:nisk analysis and evaluation, control records, with the summary as follows:
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All individual residual risks are acceptable through the risk judgment as well as the nsk
judgment and analysis after taking measures of Sterile surgical blades & scalpels with plastie
handdle. In addition, control measures are imposed on each residual risk, and the control measures
for individual nsks are not contradictory. The nsk of each hazard / cause item 18 reduced to an
acceptable area, and the benefits are greater than risks and are considered as acceptable. The review
warnings: the number of wamings is appropriate; the review instruction: no contradictions exist in
the instruction, and it is easy to follow,

42 AR, BEERRRHC R, ERT AR BN B I S A e A,
LR 77 i o ) 5 ) 3 D 0

Judging from the nisk evaluation, decision and control records, there is no nisk generated by all
of the nsk control measures, however. comprehensive residual risk may be possible as follows:

A) PR S MR A PR A, AT RE SRR A BRIl (7)) BEAEHLE R R
W

A Improper disposal of used product may cause injury (100l nose) to personnel who contact it
or cause certain influence on the environment.
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The probability of such residual nsk cannot be estimated But after nsk / benefit analysis, the
benefits brought by the product are greater than nsk. In addition, the company has taken some
measures to minimize risk hazards, for instance, offer a clear description or hint in the instructions
and labels of the product, Therefore,it 15 determined that the overall residual nsk of the product is
acceptable
S, WA R s S Y Residual risk information to be publicly disclosed
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After the discussion of production department, quality department, sales department, doctor and
technical department, the following residual risks are decided 10 be exposed in the form of product

instrcion:

A) (EFH 9 e Tl T AT BRI A e A, Bk D
AR LS.

The rﬁnaim'ng Sterile surgical blades & scalpels with plastic handle after use shall be
disposed properly to avoid environmental pollution, and prevent injury to personnel who contact it

by the tool nose.



FPUT . o KU ] 52 1R VA

Chapter 4. Remaining risk acceptability evaluation
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Remaining risk acceptability evaluation

I. ik Overview
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Risk management has been implemented in the whole life cycle of the product (including
design and development, product manufacturing, packaging, transportation, storage, final
decommissioning and disposal phases), and the nsk measures are only to ensure the reduction of
identified risks to an acceptable level. We shall aware that, however, not all safety controls can
eliminate the risk completely. There may be unrecognized or unknown risks in the entire life cycle
of the product. So there is certamn residual nsk as the nsks cannot be eliminated completely and zero
nisk does not exist,

2. FeA B R ST Recognition and evaluation of remaining risk
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The risk management team conducted evaluation of Sterile surgical blades & scalpels with
plastic handle residual fisk in accordance with Article 4 evaluation entenia of Risk Management
Plan. If certain nsks are likely to be in an unacceptable risk range after taking appropriate control
measures, consider whether to accept such risks or if more risk control measures are needed
Reassessment may be performed to ensure the selected risk control measures to be effective, if
necessary, so as 1o determine whether the residual risk has been reduced 1o an acceptable level after
implementation of the nsk control measures. The risk management team determines that the residual
risks include the following three parts after reviewing the entire nsk management activities of
Sterile surgivnl blodes & scalpels with plastic homwlle:

(AT AR S A,

(1) Risks accepted consciously;

(25 R L % O 1 P
(2)The identified but misjudged risks;
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{3) Unrecognized nisk,
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As for the nsks accepted consciously, see Chapter 2, Risk Analvsis and Evaluation, Control
Records (3.0 and 4.1 and 4.2). The nsk management team determines through companson of the
risk levels before and after taking measures that, the nsks are effectively controlled after taking
measures. The risk levels are in the acceptable area, and most of the nsk levels after taking
measures are negligible. No residual nsk found. See the following table:
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2.2 For the identified risks, (Chapter 2, Risk Analysis and Evaluation, Controd Records (3.0 and
4.1and 4.2)), effective measures validated that no identified nsk found, no misjudged analysis 2.3.
FFR T A A IO ) e R

2.3 . No unidentified risks found currently,

1. &5 Conclusion
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The nsk management team determines after sufficient evaluation of the suture * s individual
risks and residual nsks, the feedback of clinical use, the production and post-production information
that, the nsks accepted consciously have been identified, the identified nsks are not misjudged and
no unrecognized rsk found. Therefore, the nsk management team determines that there 15 no
residual nisk in Absorbable suture nsk management activities. Perhaps there may be deficiencies in
our risk identification and assessment of the cutting, we will continue 1o collect relevant information
and data to fully identify the residual risk as far as possible, implement the corrective prevention

measures, and manage the risks of products dynamically.



o T JRURS T R

Chapter 5. Risk management report

Surgical blades & Scalpels with Plastic
Handle
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Chapter 1 Review

LAt Product Intreductions
Fehidiiid Product Description:
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stainless steel or carbon steel material which work in knife handle applied
Lo the ordinary and professional incision surgeons  Sterile surgical blade
specification , hardness , blade size and related handle size must meet the
YYOI74/YY0454 standards . Completed specification , sharpness ,well elasticity
and tenacity in our blade.
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Briel description of risk management plan and implementation
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It is planned and initiated in 2007 When initiating, We made risk management plan for Sterilo
surgical blodes & scalpels with plastic handle,
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The acceptable cntenon of risk determined by nsk management plan allocates the nsk
management activities, relevant personnel responsibilities and authonties as well as the method w
collect production and post-production information in product design and development stage
(including trial production stage).
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The company formed a nsk management team and decided the nsk management director of this
project, Make sure that the nsk management activities of this project is effectively implemented in
accordance with the nsk management plan.
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During the design and development stage of the product, the risk management team conducted
one risk management review and formed related nsk management document.

3 A EMIFH M Purpose of risk management review
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The review purpose of risk management is by overall evaluation of nsk management activities
in different stages before the launching of the product 1o ensure that risk management plan has been
completed successfully, and through the nsk analysis, evalvation and control of the product, the
evaluation of comprehensive residual nsk , and the review of method to collect production and post-
production information to confirm that the product risk has been managed effectively and controlled
within an acceptable range,

4. PG R E o L B A LI Y

Members of risk management review team and their responsibilities
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mEsaser mﬂﬁnngand management for seardy Myears. | and post-production information and feed back the
SO 34RS system el madior infonmatsii o ike Techiology Development in wme
For msk evpluntion, ond i charge of the feed back of
the product post macketing and colbaston of
postprogsction imformation and Feeding back io the
Techmalogy Development in time for nsk eyilistion
R¥eEad TEL =T AEERESH
PR NS S L, SRR R
Lt I e R SRR R e ) (e o
T 80 R UEIN Bt T MR R B . IO o
BILED . LR LRSS
Engaped in the clinicul work of gynnecology and
- abisintricy the saady tora deculo, he o proftand WA TS, A 5
Wan Guiging (£S5 hearetical knowledge of ohstetrics and gy necology ' by 4 . !
Docior as well as practicol skills. Skitled in the diagnosis | vlyae clinscal benefit and nsk from a clinical

and ireatent of vanous complicated and lgh-nsk
plienis of prmecology ond absicincs as well =
the swrgical cperations of gyvmeccobogy
obsicirics. Especialh' pood ai the dmpnosis and
tresimeni  of  gesationd  dishetes,  genstic
coumnseling and the pronatnl deapnosis of ke s
Have a solid theoretical and practical experience

perspeciive. assessment
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Chapter 2 Review Input of Risk Management

1L O[5 2 A bR dE Criteria for Acceptable Risk

R 2D R (RS RR R ob 375 SO0 5 B0 P o S R i
Hh T TF A TD Iy B R T AT i 3] T L T A

According 1o the guiding principle defined in the Risk Management amd Conirol Procedures,

the nsk management team assess nsk/acceptable nsk and affirm that the residual nsk of Sterile

surgical blades & scalpels with plastic handle is acceptable,

1.1, M™EEEE 48 Determinanon of Severity Grade 4

Wi
Hatings

e
Code

A LR 3L
Sxstem risk definition

i m

S FL I P ok e

Cause permancnt damage and damage to life
m RS
s ription:

Ed AP ch 7) i . RO TR ML . R R e . R ]

ST O e LS e (R
Far example, the surgical blades breaks in the course of surgery and bemves the boken
Sungical blades in il tessne. which requines the medical tesmment nmely, otherwiss B may cise
pertiancil datimige bo coitnin lssees or srous danese b life

|

R B Al B A e A A W ki A
Canse mpury or damage requinng professional medical iniervenbion
AR -
Deseriptinm:
WAL, AR, BN WA AESFER RS RAmE)

Base of it may cowsse inleciion fever and so on, requinng medical tresimend imervention (use:
anfi-mfesive dinigs Sle )

Frk

R R AR BT A AR R £ i e 1
Cause temporary injury of damisge that does not require professional medical
ImLervenion
R,
Description;
R SR FA N R R . TR A N S W . —
EWMBAT I A




The remeaimng surgical blades afier nse shall be desposed properhy, and the sungical Mades Hp ire
cisr sligld damage, icmpamey djney of domage, © the peaomel wha comtact i, genenilly 8
requires ma medical miervention

R E T
Inconvenient or iemporary discomfont;
R,
Expmple Description:
BREE#EERD N, FERAGE, ol SREaTTEe.
The remnatining surgical blades illet use shinll be disposed propedly of il iy case g roimentil

] 2 I

palluticin

12 S R i Estimation of occurrence probability of damage

Wil Ratings 1% Code ik (8D Frequency (per year)
$58 Usual 5 210
fi# Somectimes 4 =107 foz1ot
¥ Incidental 3 <10 frz1o®
il Very little 1 <107 frz100®
E @2 Rare I <10

Fhe BER IR RS T A TR T G S U G A P A R e
CHEHE) |,

Mote: Number of event occurrences of each Sterile surgical blades & scalpels with plastic handle
or the expected number of occurrences each vear (number of hazardous events/unit product
{annual sales)).

= i 5

Description:

2014 5E, 2015 £, 2006 £ LM TR AMBHTFATIE~RSaW: 41 H. 397,
43 1. THE~K 41 7.

The annual output of Stenle surgical blades & scalpels with plasnc handle in 2014, 2015 and
2016 is 410,000 pieces, 390,000 and 430,000 respectively, with the average annual output of
410,000,

2014 5F, 2015 4F, 2016 SF—FRPCAE T WIEEL Cav: DA BRI GHF) < 151F .
31k 7 fF.

The number of hazardous events (eg. ungualified surgical blades sharpness) collected in 2014,
2015 and 201615 15, Band 7.

TR HBEECh 10 .



The average number of hazardous events is 10.

7 MO = A o P B+ R =10 Phd) Fi=1/41000 BRE<lo™ fzio® 2, Bk
BtEUS 3, BUSHaE R,

Hazard probability =number of hazardous events ~unit annual output=10 pieces=4 10,000 =
/41000 namely between=10-dand>10-35, the probability of occurrence code is 3, so the
probability level is accidental
1.3 [ 47 i W Risk evaluation standards

PERE Rank
mﬁl?ﬁﬁfﬁﬁ‘ﬁ_ ;
nc 1
e -lhn.n'l::ﬂgc iy o 4 3 ) I

Ji Wi il &5 it uf

Critical Severe Mild Negligible
8 Usmd 5
fi1 Sometimes 4
B Incidental 3
4 Very hinke 2
it Rome 1

TE: B TR0 8 ™ R RR

Note | Risk Level (R) = Damage severity > Probability
RI(1-5): B] MESHTHE RI(1-5) Neglgible risk

R2(6-15); wlHEm) AR (ol ik ARt A, P TR R AT, e PR R P
)

R2 (6-15): Acceptable nsk (study for further reduction of risk, risk control measures should be
implemented iF it is of technical feasibility)

R3(16-20): A48 A2 1) L

R3 (16-20) unacceptable risk

2, LA B Risk Management File

20 PR ER

Risk management plan

22 A5 PRHIE [n] M A BT BE RE T S B,

Security features issue list and analysis record of possible hazard,

23 OB CRlg AR arbvEiEdr. FEmlicat,

Analysis, evaluation and control record of risk (residual nsk);

2.4 ERE R B

File of production and post-production information collection



3,19 L Related documents

I MERERENET MRS QP2

Risk management and control procedure No.. QP0O21

32 R R (REERE B, 1T¥, DFMEA. PFMEA)

Product design and development document (including design drawangs, process, DFMEA, PFMEA)
3.3 MR, st B

Relevant laws, regulations and coordinate standards are as follows:!



EET) bt i
BN Stnnalarl Deesigraion
BT H 0 G W O A M 0 0 PR T O T T A R
Steviliztionodimedicallevices -Requiremeniz fimmedicabdes icesiobede s pnaled "S TER ILE®-
I EMGE=1 M Fart | Resuirementsforiemmiamd b stenlizodmedicaldevices:

EM 15004971:2012

ENTSCH 11607120058

EM IS0 11607 -2: 20006

EN IS0 J1737-5; 2008

EN ISCh E1137-2:2008

BT i -] B R WA S PRS0 149712013

Medical devices - Risk managoment for modical devices (IS0 149712012

S BT B W1 R HEL TR R R
Packaging of ubingie sierde mesdicl devioes - pant | reguincimeils for maberils, senle
shichling sysiem and pickaging system

N EEECTF M- W2 W Y, RHRRREREROER
Packaging of nlitnnic sienle medical devices - par 2 validabion requircinenis lor
formming, sealing and assembly process

BTy A i B PRI 1 e L R R R
Steriltzation of medical devices = micmbinlogecal methods - pad 1 detenmination
of micrdhial commumitics on products

Boyr b i A L W 1 WA e W . Pt Al
FrE L D Seenilieation of medical devices - Microbiological methods - Pard 2
Tiests of sterlity pesformed i ihe defamition, validation and mamtenass: of a
shariliaiion process

TR0 [55] 20

EN 1041220008

EMISOI5223-1: 2012

EN 150 1F%3-1 20014

EM 1500 4F3-3 20049

EM ISCYMF14 2009

EN ISCHHW3-5:2009

EM IS0k [F3 62005

EN 15O Me3-0-2004

1SI0SR 1l 2010

EM IS0 [0H3-] 12009

IR BT S- 1 Er - E L Clinical investigation of medical devices
for human subjects—Pan 1-:General requirements

IR UM BT R R R
Infonmatson provided by medical device mamifaciurs
AT il - FON TRy SR, o usRmene - W1 8
medical devices - symbals io be used with medical devios labels, labelling and
imfermation o be sappled = pan | geneml requirenenis
ELAT MR- 1 &R AR R EL R o 0 A e
Biological evaluntion of medical devices - Pan 1 Evaluation and testing within o nsk
IAEEEE el 5y siem
BT BT R 3 B RNNE. AR
Biokagical avabuation of medical devices - Pan 3: Tegts for penclosiciny, camcinagemcity
nisd Feproductivg laxicin
ECrr B Wi ir- 4 Ei SN R
Biolagical evabuadon of medical devices - Pan 4 Selection of iesis for micmsctions with
bload
BT BT VRO 5 ANy PRI R
Biokogical evabuation of medical devices - Pt 5 Tesis for i vl oy iolosicly
BLdr M -0 6 Ba HLAG NI e el
Bialopical evabuadon of medicol devices - Pan 6 Teste for local effects after inplancion
EErr W S -0 O Br: T FRRR =P I Dk # L e RE A
Biological evaluution of medicnl devices Part ® Framework for slemtificaton and
g ificaisen of poleniinl degradation prodiscis
By BRI - 10 8. RERTERILE T i
“Binlepical evaluniion of madical device, pan. 10: imiafion and delayved-iype
I perscisitivity lesl
S - pe 8 O e PO R
Biiobopscal evakmtion of medical devices Part |1 Tests for sy stemie ioxicaly

L8




FH=RE AR

Chapter 3 Risk Management Review

LA E S il Implementation of risk management review
RMRT ¢ FUE S0P hail) Rt M T R, et 0 8 2 B 1T RMRG

K 7 15 AT AT i) R B B o R A BRI T R SRS B R RS R

Bl ash .

RMRT (nsk management review team) have checked the implementation of nsk management
plan. After the RMRG check on each management document, it has determined that the risk
management plan of Sterile surgical blades & scalpels with plastic handle has been implemented.
Detailed information please sec the document "risk management plan summary”,

2, 5 o] s A o] i B P HINES Comprehensive residual risk can be checked and evaluated
PEH L ATTT B MR SEmI IS, RMRT &340 17 P dy B S R 5 0 i s bt F——

PR SR AR TR . BT AR R R A
After considenng influence of all the residual risk, RMRT conducted comprehensive analysis

on all the residual nsk and drew the following final conclusion - the comprehensive residual nsk of

the product is acceptable. Five evaluation points specifically noted in the following:

1) FE 5 TP 122 M o i 35 7 (e P LR Y

Is there any conflicting requirement in individual nsk control?

Eiie— T AR R B

Conclusion - conflict is not found in individual nsk control
) EEaE (ASAERETE)

Waming check (including whether there are excessive warnings)

BN —— W R A bR

Conclusion - warning note shall be clear and conform to the standard.

) HPAFREEE (SRR, REELhEsy)

Check the user guidance (including whether there are conflicts or ditficulties to comply wath)
fhit—— MDD iSRSl abmftER. & eniEikie E o Co A, & TR,
Conclusion - MDD instruction and requirements for product safety standards. The description

of the product secunty is clear, understandable and easy to read

4) [ dn i tEYe  The comparison of similar products



Hig— ELEREFSMAM LSRR TFATIN LUHFERTE T IRES L, #
BT A RIS TR, BAmEEFARIR RRWTFERT
{EVERES b THRERVRG AR R w5 b R R

Conclusion - clinically compared with the Sterile surgical blades & scalpels with plastic handle
produced by Huaiving Medical Instruments Co., LTD,, and analyzed the charactenstic and function
of Sterile surgical blades & scalpels wath plastic handle produced by Huaiving Medical Instruments
Co, LTD, the Sterile surgical blades & scalpels with plastic handle of our company is in
accordance with the above the brands in terms of performance index, function and clinical use,

5) T aihid  Expert conclusion

Biie—— FESHHT RIR BTN S G SR T AT S . RMRT W & Y
Rl T R T

Conclusion - after the analysis of all the above siwation and in-depth communication with
clinical experts, RMRT considered that the comprehensive residual risk of this product is acceptable
3, B0 DR i S Judgement and Assessment of Remaining Risk

R R ML B T AR R T AR T A R R AU . WIS R
e R E BT T RRa R e,

The nsk management team azsessed the individual risks and residual nsks of Sterile surgical
blades & scalpels with plastic handle, feedback on climcal apphication, post-production and post-
production information, and determined; |73 85 3888 57 1) BURE 283 301290,

The consciously acceptant nsk has been dentified

2.1 T e R 85 A L

The judgement of identified nsk has not been wrong,

3 R R AR ) LR

Unrecognized residual risk was not found,

vl DB R LR R R ) e B R R ) AR B R A b R A

Conclusion: The nsk management team make sure that no remaining nsk in Stenle surgical
blades & scalpels with plastic handle risk management activities,

4, S HE S B Production and post-production information

P St 1 SRR BN S 13 e L B U s I St 1 S SR
PR B E. HE0E CEERESEERRNEY  NEEAC R, el
EEHE SRR ER, FREECIRE AL BTSRRI E . IR R
B, HUR GRS BT A W R RS, o W R S AR A I R e

Method to collect production and post- production information. Determine the production and
post-production information contents need to be collected according to Risk Management Control



Procedures, and set up the Production And Post-Production Information Collecting Form. Collect
and update the information every yvear. System management office manage all the production and
post-production information, management representatives organize risk team members to
implement evaluation and summary, adopt dynamic nsk management, analyze and evaluate
according to the collected information. If necessary, take appropriate comective and preventive
actions.

W AR RS IR EE AR TS B as 1 W T il J2 ks

Approaches to collect related information and functional depanments’ information see the

following form:



e e SH i e 4 5

Production and O TR {5 5 B W 1 IR

post-production Accessime  to  collect Responsible
information information depariments

TR Cmbeie)

Changes in regulations

{such rid e & Fafp s
as standards) Regular online collection System office

G MRS W, AR
AR CRM. SNy

P Regular online collection; 0
Adverse events Adverse Quality
{intemal/external ) events reporting department

A MR
i

P4 it 3/ 4 [ L P Technology

According to thadepartment.
1 e 4 ) notification/recall quality  control
Natification [ Recall procedures department

A T e WM, T

L B P 0L

LRSI RIS pegular online collection;

b Supervision RS
Supervision and on-site and on-site  inspection  Quality
inspection of regulators [report department
HPBEEGR (FF

Sat e
P i A
Ciisiamiar e A EEEH (IR K

information s R
{customer Survey results (analysis);

complain/Information Customer GEAL R
eollection of similan  information collection Sales department




broducts)

6 WEiFE WA, DFMEA,
IPFMEA
Review  on  design SRR
e ichanges; DFMEA, Technology
Design alteration; PFMEA department

7 AW b T REAR & fit B = b D6 B i
Quality  status  off  Feedback of  the HWHEE
purchased department using the Procurement

product product department

8 He =it b () B
Problems in the procesq  #H 1/ LR {1 il

of Corrective/preventative i
production |a-|:li4:!r|=5 Manufacturing
91 b BT
i
Product testing resultg i
end = R Quality
sample analysis Product test report department
1O R R
Supervision result of  MTERELEE R
product Supervision and on-sitg Phy ki
storage inspection report Logistics
ERDPLHE, I

1
TEREMER, METE e

i B &R PMCF Annual tracking] System  office]
Clinical follow-upicorrective and clinical
|PMC F preventive action manager

VALV O™ fE (S B DS PR RO 7 b, D i s it R ia R
TIRLE, I TR TR N BRFFA T S i s St
Review team evaluates the applicability and effectiveness of "production and post-production

nformation collection form" and considered these approaches applicable and effective, and can be



used for production and post-production information collection of Sterile surgical blades & scalpels
with plastic handle
FEAT T A A 7 B e B i 5 (S 8

We collect post marketing information from abroad and domestic market.
S, WL AR ECE) Approved risk management file
(% B i ] R R S T HEAY Y CPHEE 13 o SBPRPE S il ot I A 2 e 7 i D 7
Wi e 0 2 S 0 A S TR TR DL AR BT A T i S B i
Security Features List and Potential Hazard (see appendix 1), the appendix is the record of the
intended use, secunty related features and analysis of potential hazard of the product at the original
design and development stage.
{ FErartrREtr . felid sty CILRMHF 20 o SRR R A R SRR YA B el
000 FE 5 RO . RS B 8 ) R O L o L 8 DAL VR B e i
"Risk Analysis, Evaluation And Control Records® (see appendix 2). this appendix is the
reasonable and foreseeable hazard evaluation, determination and evaluation after control including
record of residual nsk evaluation under normal and fault status
ChErmEm EEE NN  (FRE 3) . ERFES S e el B s A T e s Ry
ik ELIE 1 2™ L ) 0 L 4 B RO
"Production and Post-production Information Collection™ (appendix 3), this appendix is the
summary of the information collected during production or clinical use, including the comparative

analysis and evaluation of similar products.



FVY B RS T BP0
Chapter 4 Risk Management Review Summary

EFEE F AR LBHIF ARG, RMRT fHiEie.

After the evaluation of Sterile surgical blades & scalpels with plastic handle, RMRT drew the
conclusions:

AYRE AL R

The implementation of the risk management plan is appropriate;
BT E AR AT A R, LR T AR, B R TR A

The nisk of a single project 15 reasonably reduced and the benefit is greater than the nsks and 1s
considered acceptable;

C) B P A T B BT 2k RO TR 2 vy, LA R P
All residual risks are within the range of the risk-acceptance criteria and the benefits are more
than nsks;
D) 1 5 B
Mo remaining risk is identified;
E)AE = B A S AR i .
The method of production and post-production information collection is appropriate.

T ALY R B SR TR 6 I e DA T AR S o W T A

All the residual risk of Sterile surgical blades & scalpels with plastic handle is within the
acceptable range of acceptable standards.

% #:

20

H W 2017.12,10
Drane:

Signature:



M 1 22 ARk o] R O K ] R Y G T
Appendix 1 Security features list and potential hazards list

"6 A RAE ] R B OTRERY FE, Y LI ENISO14971-2012 beiifEB St C ) o B
i RFRER Bl Rk, RTHXSGENENE M.

Security features list and potennal hazard This list added specific security features issue of
related products according to the issues list and hazard examples in appendix E 1 of ENIS01497]-
2012 standard appendix C.

I il 2 e T R 4 AR RIE

Characteristics of alTecting salety of mechanical device shall be determined.
D, IR T A ) LT AT i R 7 e T T

What's the intended use of this medical device? How to use this medical device?

EEFANS UM TFATDTH TR ASRHSES. G T4, DR, BfE. EEE.
L B, DR, RRERER.

Sterile surgical blades & scalpels with plastic handle are applied o incision soft tissues of human
body in the clinic. It can be applied to surgical incision in department of surgical, gynecology,
obstetrics, urology, orthopedics, orthopedics, and stomatology. Sterile surgical blade &scalpels with
plastic handle are assembled on the surgical kmife handles for the surgeons to cut the soft tissues

2. URERAT A LI T A e 7
Is the medical device implanted expected|y?

Tk, KEPARTIN KBWTATIRT WA aid. ST e, e, mrest. i
BE L CREL DEY. EEFANR RRFREEA N ER RSB,

No. Sterile surgical blades & scalpels with plastic handle are applied to incision soft tissues of
human body in the clinic. It can be applied to surgical incision in department of surgical,
gynecology. obstetrics. urology, orthopedics, orthopedics, and stomatology For the selection of
Stenle surmcal blades & scalpels with plastic handle, the patient's part of the cut shall be considered.
3, BT bR, 7 TR0 A A B IR Al A R R
Is medical device expected to be in contact with patient or other persons?

K F AR BN R T W R o= o] S A TR

Stenle surgical blades & scalpels with plastic handle belongs to short-term involved contact

product and it may be contact with the clinical personnel for a short ime.
4 (ST S R P TR R o g B B I i g e
Which material or component 15 used in the medical device? Is it jointly used with the medical

device? Is it contact with the medical device?



EEHE: BTN PR AT AT R 8 2 B
#. EARER.

Main matenals. carbon steel or stainless steel. Medical personnel carry a knife handle 1o

incision soft tissues of human body in the clinic. Sterile surgical blades & scalpels with plastic

handle will be contact with patient's tissue or body fluids, no bad reaction.
SEGHERS THEUMEES L
Is there energy @iven to patients or acquired from patients?

7. JEHFYEm

MNo. Mo relevant matters

6. AT SR (R as M W o F R
Is there material provided to patients or acquired from patients?
. B

Mo, No relevant matters

7 EEAT B R T AR R Y R T S A P e R Sl sl 2
Is the medical device used for dealing with biological materials for the subsequent use, blood
wansfusion/or transplant”?

. oMY

No. Mo relevant matters

B, FC 9T 8 R LG 1 T U AR Ol 0 e 3 S R B Lt it = A e i e
Is the medical device provided in the sterile form? Is the sterilization carried out by the user
expectedly? Is the sterilization carried out by other microbiological control method?

R AR IR MR . TR T BRI T A S R R, R
] oL B 1 B IR A

Yes The product is disposable sterile medical device. Sterile surgical blades & scalpels with
plastic handle product goes through sterilization by gamma ray, and gamma ray sterilization process

is confirmed through verification.

0 P AT WL 7 TR oh P AT R R R i

Is the medical device intended to be routinely cleaned and disinfected by the user?
& R0
MNo. No relevant matters

100 5 T 8 R A LI 9 R e B B

Is the medical device expected to improve patient's environment?
. oA



Nao. No relevant matiers

11 BT St A M Ak

Is the medical device measured?
e oA

MNo. Mo relevant matters

12 BT A R AT A b AR R Y
Is the medical device analyzed?
7. JCHR I

Mo. No relevant manters

13 AT F W S TR ROC A T A, R I R AR S Y
Is the medical device expected and jointly used together with other medical devices, medical or
other medical technologies?

5. JEFH I

Moo No relevant matters

14, B AT i A 75 97 90 Wik B sl A 2
Does the medical device have harmful energy or substances output?
e oA

Mo, Mo relevant matters
15 B2 9T 88 e 2 o0 0 0 B i Ay A

Is medical equipment sensitive to environmental impact”

EEFANR ERBTFARII R . W SN T e ah . RN
b TEEEG. A G A

Sterile surgical blades & scalpels with plastic handle is sensitive to transportation and storage
environment. It needs to be stored in dry and ventilated environment. In transit, it 15 necessary 1o
avord light, high temperature and humidity.

16, 7 8 Bl A2 745 Bl B A 7
Does the medical device affect the environmem?

(i F RS B B SR R el S A 0, B0 i R ER A

After use, wastes shall be disposed regularly to avoid environmental pollution.
V7 B b 5 R A O R

Does the medical device have basic consumables or attachments?

%. B

Mo No relevant matters

18 By bl & WG S Hk T H B e ?
Does the medical device need 1o be maintained and calibrated?



. FEAR I

No. Mo relevant matters

19 B g7 SR 2 47 SofE 2
Does the medical device have software?
. JCAE R

Mo Mo relevant matiers

200 BT R L 5 PR AT A e
Does the medical deviee have strict storage life?

Mo FE LA Hism M ARAEER e, TR S fE. Ml WEERE, uiEds 9

-BEAEHE SR R A At

When small-sized packing is in good condition and the transporiation & storage are normal,
periad of validity is five years, If expired product is used, some performances cannot reach the
standard to cause accident.
21 BT S bR 8 A R oA e R A 7
Does the medical device have delaved or long-term use effects?

Mo,
22 BT SR S ol L Y

Which mechanical force is stressed on the medical device?
ST R E s, AR,
When the surgical blades passes through the tissue of the patient, there is cutting force;
B[R FE R, R,
When the surgical blades passes through the tissue of the patient, there is resistance,
23§ vk BE T S A iy 7
What determines the service life of medical device?
e R RIE AR . HE AR TEER NI RS O R BRI .
Jyar e BRI B LR R R e, e O BT I 4
Whether the product is transported and stored according to the requirements. When the
transportation and storage environment changes (temperature and humidity affecting the product),
external force may cause the knot-tying of small-sized packaging, and product performance changes.
These changes will affect the service life of medical device.
24 BT S R AL 5 R — e G R
Is the medical device expected to be disposable?



R, A

Yes, it shall not be used repeatedly.
25 [RIF B R R I iE TR AL L Y

Does the medical device need to be stopped or disposed safely?

G EEF AN LBHFRIDARELR . ELFRPEFE—THATEA. F
AT AR s, SRR,

Sterile surgical blades & scalpels with plastic handle shall not be discarded after use. Sterile
surgical blades & scalpels with plastic handle must be stored in a special vessel in centralized and
ransported to medical waste disposal station, They shall not be used repeatedly
26, [EAT BRI % Nl Bl TR 5 R [ P B N (] e ?

Is special training or special skill required for installation or use of the medical device?

O e Y 2 P 2 20 S A 0 ol 0 7 P T (Y R R . AP TE SRR

The use of the product must be operated by clinical doctors who are approved, trained
professtonally and obtain the corresponding qualifications. There 15 no installation program.
27t fa 42 ik e A= I (i 7
How to provide safe use information”

A S B FLREEIL G e P R, WL a4
BURGEA ., 20k 3™ & A i, BEEfER.

Safe use information will be directly transmitted to the end user through the instructions,
without training. The product will be handled and used by the end user. When reaching the desired
life, the product shall not be used

28 W e S A S i Y
Is it necessary to establish or introduce a new manufactuning process?
A
No.
20 PEyF S WA IO IR, RS ICHICR T IR, P
Is the successful use of the medical device crucially depending on human factors such as user
interface?
e
Mo,
30.BE AT RS WOE A 0L BT R T
Does the medical device need an alarm system?



(=8
Mo

31 BT a0 ik LA & 0 s i e HY ¢

Which way may cause mis-operation of medical device intentionally?
U O R L. CIRET SRR

lgnore use proposal of the manufacturers (instructions and identificanon}.
32 BEAT R T AR M R A B T

Does the medical device save data which is very important for patient care”
e

Mo
33 FR T St 7 1R O e sl U e Y

Is the medical device used in mobile or portable type expectedly?
#. AN

Na. No relevant matters

34, [T B A (I B T B AR
Does the use of medical device depend on the basic performance?

B AR TIRE, MEFTESCER, B d A A R

Yes, the product is directly used for clinical purpose for cutting the tissue of patients, so it
depends on the basic performance.

S WP S BT, PRI A Analysis, Evaluation and Control of Hazard

T - W A G 0 88 T FED i POV BE D R o, IR AR I e O A
WP FI 2 ENISO14971.2012 BEE B fetas@iab iy 7403, [RIo R AR S 2k i i i
) RIS SR T T A AR, iR TR

Risk analysis personnel refer to hazard example in Annex E 1 of ENISO14971 2012 to classify
the known and foreseeable sequence of hazard events under normal and fault condition according to
the intended use and prompt judged by the charactenstics, and analvze/evaluate possible harm and

primary control measures. Records are shown as the following table:
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Collection and summary of 2010-2014 production and post-production information are as follows:

Mt 3 4R EER

Appendix 3 Production and post-production information
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So far, major equipment problems are as follows:
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The following information 15 about Stenle surgical blades & scalpels wath plastic handle

product recalls:
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We have also received some complaints from local consumers for the product. The main

problems are componenis due to incorrect labeling,
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| analyzed the reasons of inconformity and took measures to solve these problems.
Meanwhile during the quality control of Sterile surgical blades & scalpels with plastic
handle, we have taken some preventive measures to correct the Nonconformance on FDA
website, thus ensuring the safety and effectiveness of our product.
HEA T RN L, FIRIALE, PR B o o 0% 4 56 0 70 e S iy 4
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Since the selling of our products, we have receéived two customer complaints for
product damage and broken tool nose, we also conducted effective corrective work.
M20154F 8 HE 2016 £ 8 A, #4455 SR,

From August 20015 to August 2016, the information collected during production and after

production is as follows:
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2.4 B Adverse evenis:
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Food and Drug Administration in China:

5 e

According to the CFDA webaite (http://nmpa.gov.cn) show that there's no adverse event report

of Sterile surgical blades & scalpels with plastic handle since January |, 2015 to now
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Food and Drug Administration in US:
According to the FD'A website

hitp:accessdata fda gov/seripls/cdrivic fdocs/ ol TPLC Aple clmTid= 56468 min_repont_vear=2016
show that there is only one adverse event report, and specific information is as follows:




TPLC - Total Product Life Cycle
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Analysis; The waming letter mentioned break of surgical blades that could cause the product
not use in clinical. At present, our company has not been a similar unqualified |, but this failed to
give us alert in the manufacturing process Measures to eliminate potential unqualified: To
implement clearance SOP normatively. To enforce the inspection of the product and manufacture
control.

2.3 UK 6T & hitps www gov uk/drug-device-
efealent_typesSBY%SD-devices&issued_date?aSBirom®eSD-&issu
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Medicines & Health care products Regulatory Agency in UK

According to the website
https /eww gov,uk/dog-devige-
alens?kevwords=surgical *bladefalen_type?aSBYSD=devicesdissued_date?oSBirom®eSD=&issu

show that there's no adverse event repont about Stertle surincal blades & scalpels wath plastic

handle



Alerts and recalls fordrugs "

and medical devices
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Note: 15 deverse events all have nothting to do with Sterile surgical blades &

scalpels with plastic handle
200 HME (L ERDE FDA) hitps:/fwww.iga.gov.an/medical-devices-safeiy
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48 ¥ . Therapeutic Goods Administration (TGA) /Australian Government Department of
Health: According to the website {(https:./www tga_gov au/medical-devices-safety)

show that there's no adverse event report about Sterile surgical blades & scalpels with plastic

handle from January 1*,2016 to now.
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Based on the information from these websites, 1o sum up, we haven’t found the adverse event
report which was about our company produced Sterile surgcal blades & scalpels with plasnc
handle. There was only one case about adverse event of the similar product, It was an alert for our
products, we have taken the corresponding corrective and preventive measures, and we will

continue to focus on the website information

3.l %51/ 4 [0] Notification / recall

3.1 148 CFDA MRS hip:fwww.sda gov.en™WS0L/CLO0O 1/ |3k B Bon. 2015 &F
1

H 1 HES, o EHA 8RR T AR TR BT AT B RS
Food and Drug Admimstration in China;



According to the CFDA website (hitp://www sda gov en/WS01/CLO0O1/) show that
there's no recall report of Sterile surgical blades & scalpels with plastic handle from

January 1¥, 2015 to now.

3.2 {4 FDA M3 Food and Drug Administration in US:
{58 MiF: According to the FDA website S5
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33.UK M55 {5 5 Medicines & Health care producis Regulatory Agency in UK
hitp:foeww. gov ukidrug-device-alents keywords=-t+blades&alen_vpetaSB%SD=dovice-safieiv-
informationd issued_dmie®SBlromaS1=1%2F 1%2F2019& ssved_date®SBlo%aSD=1%2F 1%2F2021
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According to the websitehttp://www_gov uk/dnig-device-
alerts”keywords=+blades&alert_type¥e5B%e5D=device-safety-

informationdissued dateo5Bfrom%aSD=1%2F1%2F2019&issued date®e5Bto%e50=1%2F 1 %2F20
21 show that there's no recall report about Stenle surgical blades & scalpels with plastic handle

from lanuary 1512019 10 2021, and the specific information is as follows:
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Therapeutic Goods Administration  (TGA)  /Australian  Government  Department  of
Health: According to the website (https://'www. tga.gov auw/medical-devices-safety )show that there’s
no recall report about Sterile surgical biades & scalpels with plastic handle from January 19, 2016

10 o,



TR B R S B 1 Regulators supervise and spot-check:
41 M EFHREPMHE T Local authority's daily supervision
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October 24™ o 25 2017, ISFDA ( JiangSu Province Food and Drug Administration ) came

to our company for two days the routine supervision and inspection.

Findings: There were |1 nonconforming items for sterle medical devices, included 0 key item
and 9 general items. Nonconformity was mainly reflected in the process of recording fill in
irregularity, non-standard work clothes wom, sales ledger was not enough detail, efc.

The nonconformity has been completed rectification, and track verification resulted show that

it was comective and effective
4.1.2.2020 %5 4 H 2 H JS FDA A G EET M 1 R E R .
Erfreli M, CEET S AL 7 W, JOhoCekTE o W, —MI 7 W, HESTE
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Apnl 2th 2017, ISFDA { JiangSu Province Food and Drug Administration ) came to our
company for two davs the routing supervision and inspection
Findings: There were 11 nonconforming items for sterile medical devices, included 0 key item
and 9 general items. Nonconformity was mainly retflected in the process of recording fill in
irregularity, non-standard work clothes womn, sales ledger was not enough detail, etc,
The nonconformity has been completed rectification, and track verification resulted show that
it was comective and effective.
SEFMEIEE (EPETE)  Information of customers return the goods (customer complaintg)
00551 51 HESS, ROk xR RmGER. BHArmis. ¥t
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So far, our company has not received information from the customer demands the retumn from

January 1%, 2015, The customer complaint report as follows:

6. T FEE Design changes
el PRI BEWEARA S & L a e, Sadirwl,

Since my company's Stenle surgical blades & scalpels wiath plastic handle on sale. there s no
design changes



7. BRI A RS AT R D
Quality status of the purchasing products.

7.0 PR AT 2wl R W LY

Implement company's procurement control procedures strictly
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The purchasing product’'s quality 15 stable, and we have a fixed qualified suppliers. There's no
feedback about using the main raw matenial ungualified information from using department and

inspection department since January 1%,2019 to now.
g E RPN CELEREG S ) Problems during the manufacturing process.
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The production process had not serious unqualified phenomenon from January 1¥,2016 to now,,

The nsk is under control, but there are some nonstandard phenomena in the process of production

on-site management.
B.1 EAM, (RIFCRRYANE (P B8, DD
Equipment maintenance and maintenance records to fill was non-standard (for example:
signature, date)
8.2 [ 14, 1 HE R
Return air stacked matenal.
L I 88 IE /B SS  Corrective / preventive measures:
R A A R P O SOP RET. R SRRk s T HE
Equipment management personnel need to implement strictly equipment maintenance SOP,
timely and complete recording equipment operation and maintenance situation,
FEfR RO BRI I O ARl O L %
Remove and clean up the materials at the return air to maintain smooth airflow.
9, = S Fa B AL MLEN B FE 418 Products test result and analysis for the kept samples.
©.12016 %2017 5, XM AAEFFERET LR LR E, SEa. W RmaE
o 0 B At R SR RE R A
From 2016 to 2017, in the customer's sample and supervisory organ's sampling inspection, our

products were all qualified,
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Strictly implement SOP about the retention samples of the products, and test on the stability of
Sterile surgical blades & scalpels with plastic handle within five vears lifetime, record and
evaluate testing data. From January 1 2016 to 2017, the tracking data indicated that the
prasluct was safe and effective within the lifetime, and all properties meet technical

requirements.
10, 7= S 08 (0 B 25 4L Supervised results for the products storage.
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The storage of the product strictly enforce environmental storage requirements, timely
monitoring product storage environment and documenting. The storage environment was under
control, There's no substandard product due to storage conditions.

“5ik Conclusion:
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In summary, production and post-production of collecting information in line with the
requirement of risk management and control procedures. The risk management team base on the
production and post-production information collection form. In spite of the data we have obtained
may miss or less, we wall continue to uninterrupted collect, at the same ume, identify nonconformity

and potential nonconformity, and then implement corrective and preventive measures.
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