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1 HHJ(Purpose)
ARFEF RN T R B 52 bR s0EAE B N A TR A A TR B HE B A, AR ER IS BB AR N A s AN i A2,
P o R A AR R S it

The procedure clarifies the process to adopt corrective and preventive action to eliminate the existing or potential
non-conforming and prevent similar non-conforming in the future and promote the sustained improvement of the
quality management system.
2 JEEE(Scopes)
ASHRF 38 T A2 ) o LA 2R 90 1] PN 2 TE R RN TS R e 1 o L S-S A AR IE
The procedure is applicable to the establishment, implementation and validation of corrective and preventive action

within the quality management system.

3. & X (Definitions)
3.1 YIE: HIHERT KIS R BN HE

Correction: Action to eliminate a detected nonconformity.
3.2 YIESEIE:  HIHIRT KBRS AR ECHAL AN U SR D0 Y I PR BT SR BB i 5

Corrective action: Action to eliminate the cause(s) of a detected nonconformity or other undesirable situation.
3.3 BBGHEIE: AT ERTETEAS AoAs SO A PR AN S0 B 0 1 S PR BT SR BBUA) 435 5

Preventive action: Action to eliminate the cause of a potential nonconformity or other undesirable potential

4 B3 (Responsibilities)

4.1 R RNA IR AITR R IR R RS G2, R AL, WEEA SISO,
Pl Bt 2 QA.

The departments within quality management system are responsible for reporting to QA of the improvement
opportunities of quality management system, including non-conforming, potential non-conforming and
sustained improvement.

4.2 QA A IETPG iR SL % B AT, AT B ML 2 AT AT PP, P16 R I IR TR R 26 221,
B8 VAT T DAL HEA TR A, AR A 5 SR i e B 1) sl e b e, PP o SRS T ) i 7 1) 2 1
PR, BRERAE TSR S O, SRS R TSR A R . R T A B A T
BB
QA is the supervising department for corrective and preventive actions and is responsible to analyze and
evaluate the opportunities of improvement, verify the necessity of adopting corrective and preventive actions
and confirm the responsible department to investigate. QA is also responsible for the implementation and

validation of the effectiveness of corrective and preventive actions. QA shall file the final records of corrective

and preventive actions.
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4.3 BB ST LT AP S IR TR, AR PR A IR i KA R AT

The responsible departments are responsible for establishing and reviewing the corrective and preventive actions
and ensuring the implementation.

5 TAEFFE(Working procedures)

5.1 AL HE AR B TR PUARTERE A, 51 AN S BT A B i i HoAt o A A A . %
kIR ok BT H A BLLA S @ IR geit o, Al el SR EA SR T DA T SR i
A CAPA may arise due to a flaw in the process that may have caused product non-conformance, potential
non-conformance and/or other quality problems in the scope of the quality system. The Data is based on daily

management and periodic data analysis. This data includes but is not limited to the following:

a) 77 AR A B URCRT P R S A% B AL P Concessional acceptance of products and the disposition of

non-conforming;

b) WRFHZHH (WFREHIES . N REREZ . IEAFBUBR B TSR =% . i
5 )7 B K% ) System audit or review(including management review, internal audit, authentication
company or the third party the customer consigned, the second audit conducted by the customer);

¢) LRSI Engineering and Equipment Management Process;

d) It R B FE Vendor Management Process;

e) &A% a3 ) Bt Customer complaint or marketing feedback;

0 7=miB[E Product withdrawal;

g) A7 54 Ffw2E Production abnormity and deviation;

h) LA Fldidt Process technical analysis and improvement;

i) HABKISFE ML S Other process analysis opportunities

j) HoAth T EAPAL AL HE RS 7 # A Unforeseen potential inputs that may warrant evaluation and approval ,

5.2 LY IEF & 495 2 The initiation of corrective and preventive actions
5.2.1 2 IE TR MR S 8h 44 F The initiation condition of the corrective and preventive actions
) ANEAZ RS AR S Ak DA S ERVT o i kA 1 35 7R B2 Bl CAPA,
CAPA should be initiated when a non-conformance is generated from an internal or external-audit.
) FFHEOR. A7 AR AR TR IR B RRY SRR ELE JH 3 CAPA;
CAPA should be initiated according to the request of the relevant procedures when there is a customer complaint,
production abnormity, and/or NCMR.
HERBEIAEGH GEIEAEH) MEE, B QA PHEAMKH T TR 2 (RBIEAER) XAGH (7
HEAREHE) A5 AT, AVEH R IE R R bt i b Btk . XURSITPAl T i SR AE (A AE TR 1 Rt 45 20 )
Section A,

For a non-conformance (potential nonconformity) generated from other sources, QA should cooperate with
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relevant department to determine the necessity of the initiation of corrective and preventive actions according to
the Appendix 2 “Risk Assessment”. The risk assessment result should be recorded in the section A of “Report of
Corrective and Preventive Action”.
5.2.2 JABIH) CAPA 2 ERITIHS (A IEFPHEE ) o Section A: ANGEHE (BAEAGHE) BUTHBI, BEHRT
ARG (BAEARGH) MGl T, HUIAGA% (BIEAGHE) BRI R QA SR Hkid
T E AR 2 b, X7 AR A 2 R ST i R S A TER BRI L
The initiating department shall fill in Section A “Report of Corrective and Preventive Action” about the
description of non-conforming or potential non-conforming; point out the source of the non-conforming
(potential non-conforming); and the CAPA should be registered by QA in the corrective and preventive
actions data-base and follow up on them.
523 CAPA il QA =G —4iT, (AW ) Fi'5 ik BCoook**  ockR Al IE Ry 1H it & A4
ARy, FRHFORAAR A I AL IE BB FE R 75
The CAPA number should be assigned by QA. The numbering of “Report of Corrective and Preventive
Action” is BC-xx***_xx indicates the year when corrective and preventive actions occur. *** indicates the
sequential numbers of the occurred corrective and preventive actions in each year.
5.2.4 R M HE L IE TR A B NAE] CAPA i . CAPA BEIENT QS LRSS, W%
W AEH BEAEH) RELEIE, B B, 2B/ (Bipy) fEEasiT . St
FRIT . TSR BRI . A I ST Y SR A L T R A R A
Quality department shall keep records on the Access of the CAPA Control. The database is located in the QS
folder, including: source and description of the issue, initiator, date, proposed Correction/
Corrective(Preventive) Actions, improvement department, due date, CAPA implementation and Verification
of the CAPA Effectiveness.
5.3 JR A AE A 234 The investigation
5.3.1 RIARTIRF (AHIETFTEIGER ) 22 QA, QA RIEAGHE (BIEAGH) MidfeERAT] (HHEN)
XA EARIE O TIR A AT, BIE NG GBEAREH) KA.
The initiating department shall submit “Report of Corrective and Preventive Action” to QA. QA shall
designate investigation departments or investigator to carry out the investigation on the non-conforming
according to the description of non-conforming or potential non-conforming to clarify the reasons for
non-conforming or potential non-conforming.
532 AART] (HORAN) R AEA, HEOREAE S A TAE H AR RAELIR R
B[R EORAE 10 RZN5ER) IR SHHIHSTE Section B _E. &MV AIE A KBTS, K
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AR, SRR (— IR SR BRI LS THERRTT) .

Investigation department or investigator shall carry out investigation in time and results shall be reached in no
more than five workdays. ( technical problem should be Investigated within 10days ) , The analysis of
investigation shall be filled in Section B. Investigation analysis shall include the background, causes, and
responsible departments (a single non-conforming is possibly affect several responsible departments).

5.4 2| 1E/A| BTG i 6l %€ The establishment of correction/corrective and preventive action

5.4.1 QA KERFPRALTS TSIt 2 RSB HE i B ) m A Jt PR 2 A S A i D BEA T A, A RIS Ak B SOt e,
AR QA XIS A AT AN A G5 A il W HREARST] (N) ST A,
QA shall confirm the investigation described by investigator and distribute the ‘Report of Corrective and
Preventive Action’ to the responsible departments. If QA disagree with the causation, QA should cooperate

with investigation departments (personnel) to investigate it again.

5.4.2 M SRR PR AL A, CIERRT) 7 BT A0 L il 2 (I it FHHCSRAE Section C H.
Based on the investigation, the responsible departments should make the correction and the corrective actions

(preventive actions) plan; and record them in the section C.

543 BE AT IEFILASRIIICFE AT, QA T (L IETBTHEI R ) S FAH ST 1701 il E 4
IETRB .
If not one department is responsible for one CAPA. QA should copy the ‘Report of Corrective and Preventive
Action’ and distribute to related departments to separately establish corrective and preventive actions.

5.4.4 PHERRI AT RS A 0 A 45 8 0 SIE TR, eI I AN L. BE. kL BR L DUSESZ A
SN R T E A IR AN R I, M L ST A ) o 1 T ST PR SRATRICR
The corrective and preventive actions shall be created based on the quality influence factors such as personnel,
equipment, material, method and environment. The establishment of actions should take attention of the

feasibility and implementation.

5.4.5 BCIEERT IHRPEAS B A DA S B 1) AT A AN 2 1l 5 e To ik il 2 IE TP HE I, BVAE Section C A5
B Eh L QA ARG U0 e 2 A5 SR I IE TR 15 . A S 75 DR A rp i B RN TR il
The responsible department shall give explanation in section C when he regards it is unnecessary or impossible
to establish corrective and preventive actions according to non-conforming circumstance and actually issues.
QA shall decide whether to establish corrective and preventive actions or not and give clear indication of
“unnecessary”.

54.6 HAEWRITE Y LEI Y, WHEHS CEROPE%R) (QRO91-RE-01) FEATH.

If the corrective and preventive action is related to a Change, the “Change Assessment Form” (QR091-RE-01)
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should be completed first.

5.5 A IETREHE I FR A9 E The requirements on the timeline of corrective and preventive actions

5.5.1 M TARRARMER AIETR I, ST AE-EATAEH NHIIT, R E B 58 BUm R, — Bk
—MAWTERG 3T ERMEANEBP I, ST E A ZNHE, R E B0 58 BUWER,
A R IR AR AT IUE, R AL AR HE.
Non-technical corrective and preventive actions are generally required to be established within 7 workdays by
improvement departments. The due date should be issued by improvement departments and is generally
required within one month. The technical corrective and preventive actions should be established with one
month and should give deadline for implementation. The improved departments may include the schedule
based on the complexity regarding technical corrective and preventive actions if necessary.

5.5.2 S IE AT 15 Tt 1) ) 1 B 7853 25 TEAFAE R TRDOR 7= i B i AR P2 RAS L P AR MERE L A AR Y
DA PR £ X 5 75 15 e e i R -5 A A5 3 1A

&
=

The establishment of corrective actions shall take full consideration of the existing problems’ effect on product
quality, production cost, performance, and customer satisfaction to make sure that the corrective actions
balance the quality risks and costs.

5.6 Y IE T 7 1 A4 B 4t The approval of corrective and preventive action
O ETTE S e e, Y Sl T AR TR, 6 2 IE TR R St R s X AR
IETRGHE A, B BB A W e i A I H R TR AL, R AR A . STERR
MRS CAEFBREE R ) 2245 QA, QA XA IE B Y 7€ 7 A B PE PR AT i 4t
The department supervisor shall examine and approve the corrective and preventive actions to verify the
sufficiency and appropriateness. The project supervisor shall examine and approve the technical corrective and
preventive actions relating to particular products to verify the rationality. The responsible departments shall
submit the approved ‘Report of Corrective and Preventive Action’ to QA. QA shall examine the sufficiency and
appropriateness for a second time.

5.7 A IE Ty A S-S5 A Rk Bk

The implementation and effectiveness verification of corrective and preventive action

5.7.1 SHEARI R EOR S IE MR HEE, 7 Or BEA A s SR, SIEWR e UG, FEAEART TR 52 il
R BT QA;
The responsible departments shall implement corrective and preventive actions upon requirements and keep the
related original records. The responsible departments shall send the information to QA upon the completion of

the actions.
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5.7.2 SHERRI 1A AR BEFEIT 58 MUY BR 58 B IE SR 15 1, W AUES - A IE T RS ) 1) QA T it
W, IR E 52 U R

The responsible departments shall complete a CAPA Status Report with an explanation to QA and provide a
new completion date if corrective and preventive actions are not fulfilled on the anticipated date.

5.7.3 QA i th QA $i8:E A\ G 2 IE TR 1A 1) S EA T BR B, IF-RF 4 RACRAE S IE TR HE AT R AZ A 4 )
. M FTA TR S, QA MEGIERRI I YA E R D= A H ARG (CAIRFF 208 Z A0 8E) XHERERY
ARPEREATIUE, [ B IA 2 IE SR A5 e 75 X 7 e AR AR
QA or assigned specifically person should track the implementation of the corrective and preventive actions
and record the results in the CAPA Effectiveness Report. At least three months later after all the actions have

been completed; QA and CAPA owner should verify the effectiveness of the actions and ensure that such

action does not adversely affect the finished device;

AL LAKF AR BUEAR BTG, DA ISR AR AS . W e RBORER. HRER. A
BAESEART R, AEIRIL . ER AR S E R . B Mot ol ess, IREIE T vk
SERACRE (AR A AR ) .

The conclusion of whether the action is effective or not could be relied on statistics with the following quality
data, i.e.; such as, customer complaint data, audit information, manufacturing operation, technical process
information, non-conforming material status, calibration and maintenance of apparatuses and equipment, new
products research and/or research and development information, etc. Then verifying methods and results

should be recorded in the CAPA Effectiveness Report.

5.7.4 A UHEESTTRI QA MEFRREE RTER A IE TP FE A LAt 00, B (WA IE T SERCR A )
T 2 1E T R
Every improvement departments and QA should take continuance attention to each action. If necessary(the
effect of implementation is not good),the corrective and preventive action will be working-out again.

5.8 ZY 1 TP R St 4 Status Report of Corrective and Preventive Action

5.8.1 F AR BRI IANGESL LA AE B AR R]4%Z I 52 MU R A A, 2] IEFBEErRy diE . Seitin) TAE, 2
HARPEZORIHS (A IETRREIR SIS ) 19 QA BRI,
The responsible departments shall fill in Status Report of Corrective and Preventive Action and provide an
explanation to QA if the investigation as to why the establishment and implementation of corrective and
preventive action were not fulfilled on the anticipated date.

5.9 YIRS T 40Tk &5 The statistical analysis report on corrective and preventive action

5.9.1 QA H AXFid % 12 4> H R gh A A IE BB A T 0 RIL B G Ar, WA Ads:

a. A LTRSS
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b. TR IE WP ST

c. AR A R P 0 A

d. #ABREGE (N) L Bt (B) o RS Ot L AR T2 m kARGt . SRR PG (3R)
Bt (BF) SEREATI R ATANGT

Gt oA a R A B S, TR 2 ORREER) PRAe T R E 3 CAPA.

QA shall sort and analyze the corrective and preventive actions initiated within the last 12 months on a

monthly basis. The following items shall be analyzed:

a. The statistics of status for corrective and preventive actions

b. The statistics of non-effective corrective and preventive actions

¢. The sources of corrective and preventive actions

d. To carry out analysis and statistics on improvement of personnel training (man), equipment (machine),
raw and adjuvant material (material), workmanship and product performance, operation procedures
(method), and environment.

If the analysis results show there is any bad trend, QA should evaluate if it’s necessary to initiate a CAPA

according to the Appendix 2 <<risk assessment>>.
5.9.2 2N I TR HE It 70 A 1 AR 52 A BV
The analysis report on effectiveness of corrective and preventive actions shall be submitted for management review.

6 #H %34 (Relevant Documents)

6.1 {(ANEH& I TIFEF) Non-Conforming Control Procedure (QP200)

6.2 { N EFZFESF ) Internal Audit Procedure (QP180)

6.3 (EEHIFLF ) Change Control Procedure (QP090)

6.4 (BHEHr. MHFEF ) Data Analysis and Application Procedure (QP210)
6.5 (e B HIFE R ) Manufacturing Process Control Procedure (QP120)
6.6 (I EEFER ) Customer Communication Procedure (QP170)

6.7 {FIFAEFRFAEY Customer Complaint Procedure (QR311)
6.8 (HIPEfEFE/F ) Change Assessment Procedure(QR086)
7 #H%iE%(Relevant Records)

7.1 2Y1E B i 45 B2 Report of Corrective and Preventive Action QP220-RE-01
7.2 Y IEFP S MRS 45 CAPA Status Report QP220-RE-02

7.3 Y IEFGE A A% AR 5 CAPA Effectiveness Report QP220-RE-03

8 Pff{4(Appendixes)

8.1 CAPA T{Ejif# CAPA working flow

8.2 MUK FE Risk Assessment
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FiH 1

CAPA T{EmAE
REts BIERGH) HASIE (TTRES S CAPA 1)

FTEAPAHEE RO LE R )
152 42 301 \\‘

QA IFIAH 3 13 H QA
BT DA R E
o FTEEFTT (N) THAARA 5 FH QA
QA X4 BT i Ji R Az )] A%
AT RRIA QA
PREER ]

PRHETR I ] A 2 IE S 4

l

FHRN PR 21 1

A 4

PR A

it 7 5 i QA %
l YES
». ﬁ A
RCHERS] TS0 41 i T4 ey
A
QA HEFTHLER JA B HET I o
A
%t CAPA HEF745H 47 QA

Appendix 1 CAPA working flow

Non-conforming (potential Other Sources (potential inputs that may

impact CAPA’s and /or warrant evaluation

non-conforming)

and review)
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Fibf 2 R PPAG K )

(R 90 = A ot i XU ) S % -

1. %R A TP E R

2. AR B iPALR AR

3. MR E AL R AR R R I KU 25, WP HISERTE AR C MR IX, TS CAPA; EHI45 %
HIEANF CHKIX, WATFEHD) CAPA,

*A
PERERE BB
FeRPERE B, H:
P ®  EHCEUHM A AFET B T E L E,
® LEANIEFIRIEE (Ranih S s BRI, AT B 1 A A SET
AR B LA
FePERE B, H:
G ®  ELHON A NS BT A/ R IR 5, B
® LUEARIERRIEE (PLAn i AR n s IR R ), AT e A 3 8 nT
IR AN/ R I 55
[CaN:D] SR IEREZ B, A X & N A 45
*B
KAEME iR
AT RERY e AN, TERRERIRIE N R, mH (83) MR A, SO
TR/ e AN, ERRE R BAE T A, mH (80F) AGFERE, SUATLK
FILHY TEF AR AN, AR E AR T ek, i H (8F) R kAgE, R
L
ATTRERY e A e, FERFE R IRIE T B 2 RS

*C
. PERRE
R JUEH) HRERY [CaN:D]
RATRERY ] [ i
[EEND [ i %
LY i % %
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Appendix 2 <<Risk Assessment>>

To determine the Risk Assessment Level:

1. Use Table A to assess the severity level.

2. Use Table B to assess the probability level.

3. Then use the severity and probability levels to judge the Risk Level. If the result is in the gray area, CAPA should

be imitated; if the result is not in the gray area, CAPA need not be imitated.

Table A
Severity Level Description
Product functionality is affected, and the failure mode effect could
1) directly result in the death or serious injury of the patient or operator, or
Major 2) indirectly affects the patient such that incorrect information (for example,
corrupted or destroyed data) could result in the death or serious injury of the
patient.
Moderate Product functionality is affected, and the failure mode effect could
1) directly result in reversible and/or temporary injury of the patient or operator, or
2) indirectly affects the patient such that incorrect information (for example,
corrupted or destroyed data) could result in reversible and/or temporary injury of
the patient.
Minimal Product functionality is affected, but the failure mode effect and its impact on patient
results is not expected to result in an impact to patient management.
Table B
Probability of Description
Occurrence
Probable It has occurred, and/or is likely to occur regularly, or many times during the life of the
product under the specified operating conditions.
Occasional It has occurred, and/or is likely to occur infrequently, or several times during the life
of the product under the specified operating conditions.
Rare It has occurred once, and/or will rarely occur, or is very unlikely to occur during the
life of the product under the specified operating conditions.
Improbable Improbable failure impact is not expected to occur during the life of the product under
the specified operating conditions.
Table C
Probability of Severity Level
Occurrence Major Moderate Minimal
Probable High High Medium
Occasional High Medium Low
Rare Medium Low Low
Improbable Low Low Low
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