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1. Corrective and Preventive Actions (CAPA)
1.1. Inspectional Objectives Z£ZHK

1. Verify that CAPA system procedure(s) i EH Y AT D OBRFIHICKIS T D720
that address the requirements of the ?D CAPA > A7 LAOFIENED HiL, LFE
quality system regulation have been fbEnTWb Z & #MiEd 5,
defined and documented.

2. Determine if appropriate sources of i - SWEMEORE T U E TE T
product and quality problems have been WHMME I RS, ZHhOFAEITL)
identified. Confirm that data from these DT — X PR S, BIERE D E R H
sources are analyzed to identify existing R L= - SWERENRE SN TND Z
product and quality problems that may L EHERT D,
require corrective action.

3. Determine if sources of product and CHFFE LS WA 2R TR - BB RO %
quality information that may show EITLMFFE SN TV AT 5, 2o
unfavorable trends have been identified. FATEIN D DT — X2 BT S, PRI EN
Confirm that data from these sources are LR 72 B 5 RO S D DN R E S 4L
analyzed to identify potential product TWH Z L ZiERT 5,
and quality problems that may require
preventive action.

4. Challenge the quality data information BT A ER AT LA T D, CAPA
system. Verify that the data received by VAT NTRITW S T2 T — 2 NEAR, [Eik,
the CAPA system are complete, accurate MOZA LY ThHDHI LERGET D,
and timely.

5. Verify that appropriate statistical L HRVORUBAET D EREEZ R T 5720

methods are employed (where necessary)
to detect recurring quality problems.
Determine if results of analyses are
compared across different data sources to
identify and develop the extent of product

and quality problems.

2. (REERGE) WEIRHEHFIESEH S
NTWD ZEZMGEET 2, T OfERIZIEAM
DT —ZFATE O E Fiv, &AL - 5
BERBEOFPFHIFFE S, RVIAERTND
DE D INEHWTT 5,
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6. Determine if failure investigation
procedures are followed. Determine if the
degree to which a quality problem or
nonconforming product is investigated is
commensurate with the significance and
risk of the nonconformity. Determine if
failure investigations are conducted to
determine root cause (where possible).
Verify that there is control for preventing

distribution of nonconforming product.

6. BFEDFED T2 DFIEBNET ATV D
EO MW 5, SE RO ES R
THET HREEN, TOREAOEKMER N

JIS LI b D TH L0 E 9 s
‘&<ﬁﬁfﬁhﬁ)ﬁ$ﬁﬁ%ﬁﬁfék
. HEEORENMTHONTNDLNE D g
:|:| 9%, ARG RmAELRnk 2ict
HlmbDay ha—ing b I L BEET
Do

7. Determine if appropriate actions have
been taken for significant product and
quality problems identified from data

sources.

7. ERRES - SE RISV TEY) 2 E
EHNTWDNE D 2T 5,

8. Determine if corrective and preventive
actions were effective and verified or
validated prior to implementation.
Confirm that corrective and preventive
actions do not adversely affect the

finished device.

[ =N

8. JEIE - TRHIHENNRIITH Y . FATRIIT A
Vo7 r—varEidgnNy s —ra U nE
SN TWDE I a5, BIE T
BAHEEIC L0 BB ICRIER 23 U T
W2 & TR T D,

[AR¥E]

NY)F—vgr, _RY7 05— 39 0% Part

820.3 TENZENLTFOLIIZERINTVNE

R

NYF—=va vt sk OEB L O
iz kv, HHEX LR GIECET 55
EDOEMEN, —B L THMEIND Z & 2R
THZ L,

NRY T4 —Ta 2 ALK OFBI 2L
O LY | B LS B R S
HT EERMERTH L,

! (2) Validation means confirmation by examination and provision of objective evidence that the particular
requirements for a specific intended use can be consistently fulfilled.

q p y
2 (aa) Verification means confirmation by examination and provision of objective evidence that specified

requirements have been fulfilled.
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9. Verify that corrective and preventive
actions for product and quality problems

were implemented and documented.

9. B - ARBTG5 R IEHTE N O Pi
EAFE S, XFESNTND Z & 2 RGE
T2,

10. Determine if information regarding
nonconforming product and quality
problems and corrective and preventive
actions has been properly disseminated,
including dissemination for management

review.

10. NEA R, SMEME, ZIE - THHEIC
B oiFman, ERLE2—72E HNT
HEONZIA SN TWDNE ) a2,
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Have CAPA systom protaduras thal address
e requirements of the OS regulaton been
defined and documaenied?

B20. 1000} {1

i |
Exisfing Problems - Comeclve Actions

Were quality dala sources identified? Have
data from these sources baen analyzed to
idondly sodeing product and quably probloms
fhal require comacive acion?

B20.100(2K1) (2

T
Potential Problems - Preventive Actions

Were sources of product and quality
information thal may show unfavorable frands
idanified by the firm? Have data trom hase
SOLTCRS. DEeT Anaky TR 1 ioentty powental
product and quality problems hal may require
praventive acion?

B20.100(aK1) {3

L 4
Ara the data received by the CAPA system
complede, accurale and fimely?

Has appropnate comacive acson boan 1akan
lor significant product and quality problems
wdentdiad from data sources?

B20.1004ay 3) (N

Wore COmeCihg and prévenive actons:

a. afectva?
b. vortiod or validawd pror o
implemaniaton?

I pvresihed anrl prevantnes Sctinng arkeoranhs
affact fa finished devica?

B20.100{an 4) (8

T

T
‘Wara comectve and prevantve achions for
procuect and quality problems impiemented and
docurmenied?

B20_ 1002y 55, 820.100%b} {9

|
Has information regardng nonconionming
prochct, qualily problems and cormecBve and

prenvenive actions been property
dissaminabed?

14 indormation Assemindied 1or managoement

&

52000 a1} (4 i
' B20_100(ap(6), 820.100(a)(T) {10

3 Arg approgriale slafsical snalysis

methods used?
L. Hua resulls of analyses comparad

axross dfiferent data sources 1o

ety and deveiop he exient o

product and quality problems?
o 10K AN 1), B0 250 {5
Eatakane CORRECTIVE
a. Are lailure investigalion procadures

followad?
b Is he fadure investgakon AN D

mensurate wilh he sgndicance

borriprrvglebeee b PREVENTIVE ACTIONS

c Arg lailure analyses conductad o ha
ol , whor asibin?

RO oAby (CAPA)

distribulion of nonconlorming

prouet DECISION FLOW CHART
B20, 100(aK 2), 820 0(b) (6}
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AT D O BERFHHIET D
CAPA v AT AFIENEHZ KL OLF L SN T
W57

\ 4

WEAFORRE — R IEHE

AT —ZRAETIFFESN TN D0 ? 2
DORAETLIND DT —Z BT S, RIEH
BB - EREZREL TV D
D2

820.100(a)(1) (2)

\ 4

BHERRTE — TRAHE

I U< e MEA 2 or i) - B
ARSI XV RBEIN TV D2 Zhb
DIETLN D DOT — 21T S, THifiE
DB ) 2 5 e ER 2e I - SV RE
ZEELTWDN?

820.100(a)(1) (3

v

CAPA VAT A TZFM o127 — X 13584
T, EHET, A2V 2b00?

820.100(a)(1) (4)
v
a.  WEZRMEATFESRHV LR TVWD
e

b.  OWEREMOT — & FET & ik
L. 80 - EBBEOES ZRE L,
LA TS ?

820.100(2)(1), 820.250 (5)

IR o A

a.  WEOFHAEFIEIHES>TNDHH?

b.  FEOMAIL, REAEOEKMER Y
ATV U b DI > TN DN ?

c.  HWEOSHTIX, ATEERSG AL, BAR

\ 4

T B REAETEA DR S U TR, -
BERRNC f L Cili) 7 RSN L O i
ne

820.100(a)(3) ()]

IE - TR E

a.  WRWIZoTZn?

b.  FEMRNCHEE Y T — kL ?
JEIE « TRAHE IR A A A T
Nl = oA A/

820.100(a)(4) (8

\

it - SERIBISST 2 IE - TRHE
S, SN TS0 ?

820.100(a)(5), 820.100(b) )

\ 4

ARG, SRR, ZIE - TR E IR
LIEMITEEI I S ?
EHITIREE L E o — T Shihe?

820.100(2)(6), 820.100(2)(7) (10)

CORRECTIVE

JRIKRE Tl > TWDH 2
@ TEANEOREL oy b AND
a—UiIH D0 ?
PREVENTIVE
820.100(a)(2), 820.90(b) (6)
ACTIONS
(CAPA)
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2. Narrative

v

2.1. H )/ EE M

Purpose / Importance

The purpose of the corrective and preventive
action subsystem is to collect information,
analyze information, identify and investigate
product and quality problems, and take

appropriate and effective corrective and/or

Verifying or validating corrective and
preventive actions, communicating corrective
and preventive action activities to
responsible people, providing relevant
information for management review, and
documenting these activities are essential in
dealing effectively with product and quality
problems, preventing their recurrence, and
preventing or minimizing device failures.
One of the most important quality system
elements is the corrective and preventive

action subsystem.

preventive action to prevent their recurrence.

IE « THHHEY 7 A7 A [LLF,. CAPA ¥
TUAT L] ORMIL, HWMENEL, ot

L, 8h - SEMEEREL, AL, BED
FR AL 5 72 DI R 72 E -
%%%%%Wé*&f%é

AR, 8 - aERBEIC DR RBS RS U,
FAEBGIE L, ﬁ%ﬁﬁ@ﬁﬁﬁa%%iif: FEA S
DI DITWETH D,
> RIE- TUHBEON) T 4 r—va X
IR F =g a7 L,
> IR - TUREOEEZ BTd 5 FH ~i
Car RS RN
> RERELVE IR EREFR RS D
NN
> INLOEBEFENT L L
BV AT LOBER TR OERERERD—DIX

CAPA Y7 v AT L Th D,

El. Verify that CAPA system procedure(s)

that address the requirements of the quality
system regulation have been defined and

documented.

El B S AT DB O SR FE RIS G T 5

7= @ CAPA 3 A7 AFIENED Hiv, LE
fEENTWAEZ & 2HERT 5,
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Review the firm's corrective and preventive
action procedure. If necessary, have
management provide definitions and
interpretation of words or terms such as
"nonconforming product”, "quality audit",

nn

"correction", "prevention", "timely", and
others. It is important to gain a working
knowledge of the firm's corrective and
preventive action procedure before beginning

the evaluation of this subsystem.

Bi%atto CAPAFIEZ L B2 —F 5, ME
WS L TRERBIC IREGOH L8, TiE
B, [EE), TR, (208 0) REDF
DERSXMNZRA ST D, VTR T L%
M D RN Y% 24k CAPA FIEAZ T
BLZEITEETH D,

o

Corrective action taken to address an

NOTE:

existing product or quality problem should
include action to:

Correct the existing product nonconformity
or quality problems and; Prevent the

recurrence of the problem.

P

E)ﬂ:%‘i L7-8g - RIS T 57200

EIEHEICIIU TOfEZ G2 &,

< %:%ELt&E@Kﬁéitc&E%
ADE, kD

> YEMEO RO IE

The CAPA procedure should include
procedures for how the firm will meet the
requirements for all elements of the CAPA
subsystem. All procedures should have been

implemented.

CAPA FlEIZIZ., S HITBW T, CAPA
TUAT LAOETOERICEET HERFEN L
DI ENHD), DI nTWnWs 2

Lo TRTOFIENEHIILTNWD I &,

Once you have gained a knowledge of the
firm's corrective and preventive action
procedure, begin with determining if the firm
has a system for the identification and input
of quality data into the CAPA subsystem.
Such data includes information regarding
product and quality problems (and potential
problems) that may require corrective and/or

preventive action.

UL athd CAPA FIEIZ SOWTHIF A 1572
O, &OIZ, YstticbnwT, WET—4 %
BEL CAPA V7V AT LA Ty &
DX BMEAAD D D0 E D a5, £
DX DT =X, RIE - PRHFES MBI
720 % 5 7 - SERE (R OVETERY 72 [
) IZBET O IEWRAE END,
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EZ. Determine if appropriate sources of

product and quality problems have been
identified. Confirm that data from these
sources are analyzed to identify existing
product and quality problems that may

require corrective action.

B2 it - AREREOREA ST E N E &

NTWDLNE I DTS, TORETNHED
T2t E i, BRI LB - SV R
D 5L, BEHENLEICRDZD 7B DON
BHESNTNWD Z L 2#RT 5,

The firm should have methods and
procedures to input product or quality
problems into the CAPA subsystem. Product
and quality problems should be analyzed to
identify product and quality problems that

may require corrective action.

BEattics e, ®E - BEREEZ CAPA
%7&%?Am®4yfykkﬁétb®ﬁ%

RFIEARITOENTNDLRETH D, ®idn - fn
HRIED T S, u'mﬁ%%@ﬁB\%

IEHFEN BB D 2 5 72 b ORRFE ST
5 L ahERT D,

The firm should routinely analyze quality
data regarding product and quality
problems. This analysis should include data
and information from all acceptance
activities, complaints, service, and returned
product records. Determine if the firm is
capturing and analyzing data from
acceptance activities relating to component,
in-process and finished device testing.
Information obtained subsequent to
distribution, which includes complaints,
service activities and returned products, as
well as information relating to concessions
(quality and nonconforming products),
quality records, and other sources of quality
data should also be captured and analyzed.
Examples of other sources of quality data
include quality audits, installation reports,

lawsuits, etc.

b e

WHAAIE, BRICEL - REREICET 5
BT — 2 T RETHD, ST, %
TEIEE), E1E. - A "WEIEGFIERO T
TOT—H [HFREIANA—FTREThD, 4%
A OZEIER), P - o 0T 2
IO TF—HEZEL, S LTHDENE I M
AW S, . P ERAIEE), R RED

HAFRICAT L7z, (GEAE & fdn
DORFHITRICEE T DF R, nE ek, o 5
?~?®%$ﬁ&8ﬂﬁf T HIE L,

i _&xThsd, HoNET— 5®%$EEL
TIE, B, /I)/Xf‘l/_“/ﬂ/?&ma\
uﬁ‘"\foﬁk‘i))&)é’)o

% pAt
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o7

In accordance with Agency policy (CPG

NOTE:

7151.02), do not request records regarding
the results of internal quality audits,
management reviews, third party audits
(including ISO audits), or supplier audits.
However, you will be reviewing raw data that
is used by the firm when conducting their
quality audits, management reviews, etc.
Trending information and results of analyses
are generally part of evaluations under the
corrective and preventive action
requirements. This information is utilized in
internal audits and management reviews.
Information or data utilized in internal
audits and management reviews are
considered raw data and should be available

for routine review.

*

FDA J578F (CPG7151.02IZ%E\V >, PNERSLE
O BREELE2— BEFEA (SO BEf
BETe) MR EEEORKEICET SR E
RLUTIE RS20, 72720, Ykt g
T, REELE 22— 2T HEICHWS
BT —HE L Ba—35HI LILTEXS, D
THEHO TS R — AN E - TR EOE
REHTH D [FHli) O—HMTHD, ZOMHEH
ENEGEREAOREE L B —ICRH S
D, WEREA, REEL a2 —IFHsh
HIEROT — X IET —F LB S, EF
Rl a—llitishsR&EThd,

E& Determine if sources of product and

quality information that may show
unfavorable trends have been identified.
Confirm that data from these sources are
analyzed to identify potential product and

quality problems that may require

preventive action.

E&ﬁ?i L < 7R WMETE 2N FFE S vz Bdh - i

BIBROFELETENRE ST & D a3
Do INOLDORETNOLDT—F%mL, F
PithE 2 L E T 5 & O e e i - hE
MR HIVUEASIT DL I L TND Z &z
w5,

é%;; Bt & 9
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Determine if the firm is identifying product
and quality problems that may require a
preventive action. This can be accomplished
by reviewing historical records such as
trending data, corrective actions, acceptance
activities (component history records, process
control records, finished device testing, etc.)
and other quality system records for
unfavorable trends. Review if preventive
actions have been taken regarding
unfavorable trends recognized from the
analysis of product and quality information.
Product and quality improvements and use
of appropriate statistical process control
techniques are evidence of compliance with

the preventive action requirement.

WMHSIED, THHHEEZNEL 5 X9 RIBE
Hy7e Bl - SWERBBZRE L TV DENE I 0k
HIWrd 5, TOHICiE, BEOE (T
—X . BEHE, EBihoBREGE, Bkl
TANRE) ZEEE, KO E L < ey MEm
BT 2O E Y AT LfiskE L E2—T 5
&L, - S TEH O S HT TR S LT b
FLL AV LT, PHHFESHEL R
TWDINEI a2 2 &, B WED
S K OSE Y 72 0 HIO 7 1 2 A B B A 2 1)
LTS 2 EIE TR EDOERFHIZES LT
WDREHLE 72 5,

iR
L

Determine if the firm is capturing and
analyzing data regarding in-conformance
product. Examples include capturing and
analyzing component test results to detect
shifts in test results that may indicate
changes in vendor processes, component
design or acceptance procedures.
Identification of these indicators may
necessitate a vendor investigation as a
preventive action. Monitoring in-process and
finished device test results may reveal
additional indicators of potential quality
problems. For devices where stability is an
issue, test results of reserve samples are
continually monitored. These monitoring
activities may trigger process changes,
additional training activities and other
changes required to maintain the process

within its tolerances and limits.

YA PNEERBICET 2T — 2 2 E L,
IHTLTWEE S a5, #lxiE, 5
7 A MEREZNE LT 252 LT, 7A b
FEROELEMINTE, X —T kR §
EhORREE. ZEHETNERR ENED T2 2 LR
L0 LIVRWY, 2 9 W o 7RI BT
HE, THH#EEE L TRV —ORENLE L
B0 Ly, RS e O i o 7
Z MEREZERT D LT, BERRNERE
DF T 72AFHEN ] SN2 D ATREMER B D, %2
EVENRIE L 22 DT 3 A TR, V=T
TNDT A MR ARG R T 5, 2l
KV, T AOEE, BNO R L—=2 T
ED, T aE A& FFEEANICIND D 12D D%
BN ATREMENR B 5,

palS
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Determine if the firm is using statistical
control techniques for process controls where
statistical techniques are applicable. An
example would be "Statistical Process
Control" (SPC). SPC is utilized to monitor a
process and initiate process correction when
a process 1is drifting toward a specification
limit. Typically, SPC activities are
encountered with large volume production
processes such as plastic molding and
extrusion. Any continuing product
improvements (in the absence of identified
product problems such as non-conforming
product) are also positive indicators of

preventive actions.

WA WA TEZ 6 M wTRe 72 Y51 T
Tat AEBIHEH LT E D 0E KT
%o BlzIE, THEEH 7 a2 (SPC) T
Hb, SPCII7rtAZEMRL, kAR
Tkt EORFEICI 2> T RY 7 b LEEDTZ 5
Tat AOBELZHIET OO TH D, —KH
12, SPC ZHWiGEX, 7T AT v 7 pll
M L EORBAFET A TEL AT
%, (REAHELE 72 EORE S -/ o R E
ﬁ&w%ﬁﬁ)ﬂﬁ%ﬁ@%&ﬁ%ﬁofmh
X, PUHEE A EUICERL TS EER DR
Do

f Important linkages for this activity

include 820.70 Production and Process

Controls and 820.250 Statistical Techniques.

f DIEBIC AR 5 T 72 BB 1L

TmEEND,
820.70 Production and Process Controls
820.250 Statistical Techniques

Bél. Challenge the quality data information

system. Verify that the data received by the
CAPA system are complete, accurate and

timely.

Vi s — s tithe 27 2 2485 5,

CAPA > AT ANZITE 727 — & 358
METHA LY THDI L EMERT D,

£ TCIE

f Important linkages for this activity

include 820.80 Acceptance Activities, 820.90
Nonconforming Product, 820.170
Installation, 820.198 Complaint Files and
820.200 Servicing.

f DIGENT 3 2 B E 2 B S 232
THEEND,

820.80 Acceptance Activities

820.90 Nonconforming Product

820.170 Installation

820.198 Complaint Files

820.200 Servicing

11

% pAt
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EE). Verify that appropriate statistical

methods are employed (where necessary) to
detect recurring quality problems. Determine
if results of analyses are compared across
different data sources to identify and develop

the extent of product and quality problems.

Vs, wsmiosvo) s T s

AL TG IR U & 2 EREE T
EHXICLTWD T L EMERT D, SFEIF
IRT =R )= A TN ORE R % g L ¢,
s SREREDIAN Y ZRE L, WIEY LT
HINE D DRI S,

The analysis of product and quality problems
should include appropriate statistical and
non-statistical techniques. Statistical
techniques include Pareto analysis,
spreadsheets, and pie charts. Non-statistical
techniques include quality review boards,
quality review committees and other

methods.

Lt - SWERTEO T, WO ZRHE R TFE
KO TFEZH N RETH D, Hathy
FHETIZ, Nb— Mg, 27y Fy—h,
M7 7ERD5, EMEHIFIEITIE,
quality review boards, quality review
committees 72 EDHIENBH 5,

The analysis of product and quality problems
should also include the comparison of
problems and trends across different data
sources to establish a global, and not an
isolated view, of a problem. For example,
problems noted in service records should be
compared with similar problem trends noted
in complaints and acceptance activity

information.

B WEREOGHT T, SESE T —X
Y — AWITCORMME & B R O A2 170, WA
rua—s Ll (NZLTH2RY) R TED
ZHRETHD, Bz, — v RAEHITTEk
SN-REIE, FECZEEB O @) 515

NIz AR ORIEME R & i S b R&ETh D,

The full extent of a problem must be
captured before the probability of occurrence,
risk analysis and the proper course of
corrective or preventive action can be

determined.

FAEOHER, U RZ o8, =IE « THEEO S
MIAHT 247 9 A, RBEOEEN R STV
T IUER B 70,

12
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EG. Determine if failure investigation

procedures are followed. Determine if the
degree to which a quality problem or
nonconforming product is investigated is
commensurate with the significance and risk
of the nonconformity. Determine if failure
investigations are conducted to determine
root cause (where possible). Verify that there
is control for preventing distribution of

nonconforming product.

V6. shico e FIEE D 127 bicu 52

W 5, BB E ZIINES R
WX DA ORREN RNEG OEARML Y
AZIZEI0 B TWDHNE D D EHET 5,
(FRECTHIUT) RAFIK 2R E T 5 72D Dl
BEA A S i S AL TV DN E D a5,
R ARG OB Z BT 57D OEEN D 5
Z & RS D,

Review the firm's CAPA procedures for
conducting failure investigations. Determine
if the procedures include provisions for
identifying the failure modes, determining
the significance of the failure modes (using
tools such as risk analysis), the rationale for
determining if a failure analysis should be
conducted as part of the investigation, and

the depth of the failure analysis.

Ui%ett o CAPA FIHDOHEFHRA IS\ T L

Ea—745%, FIHIC, UTFOFRENREGENLTH

HINE D MW 5,

& WEE— FORE

< (VAT =N iz Lk B) HbEET
— FOBERMEOHE

> HEO—BRE L TEBEST A IR &
D2 E D IOHIWTT B 72D DA ERM:

> BESHTORS

Discuss with the firm their rationale for
determining if a corrective or preventive
action is necessary for an identified trend
regarding product or quality problems. The
decision process may be linked to the results
of a risk analysis and essential device

outputs.

& 280 - SE OB/ D, IR
B E LT UHE O BRI OWN T OB o5 B
PHE, UESLEFELEY, BRRETa kA
X, U R GHTRE R & AR T N ZADT D
N7y hEBEEL TS THAD,
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Using the sampling tables, select failure
investigation records regarding more than
one failure mode (if possible) and determine
if the firm is following their failure

investigation procedures.

Yo7V rTF—=TN e LT, (FETH
x) 2 DLl EOEFEE— NICEET 2% ffEiR A
FLER A BRI L, Yizattns, S FIEICHE
DTNDNE I AT 5,

(ENES
YTV T T =T L, BEEENFHT S
DT https://www.fda.gov/sampling-

plans#page2 IZED HIL TV E T,

Confirm that all of the failure modes from
your selected sample of failure investigations
have been captured within data summaries
such as reports, pie charts, spreadsheets,

Pareto charts, etc.

BRIV TNV OBIEREICE TN DT T
DOHfEE— KB, 77—~V (LAR—h, M
777, ATy Ry—h, RNb— X7 Y)
ICHRDAENTND Z L 2R T 5,

Determine whether the depth of the
investigation (where possible) is sufficient
(root cause) to determine the corrective
action necessary to correct the problem.
Select one significant failure investigation
that resulted in a corrective action and
determine if the root cause had been
identified so that verification or validation of

the corrective action could be accomplished.

MREZ JEIET 5 7o DI B A e IE i & DB T
Heis, (WTRERSGE) MAEDRS K143 T
BH2HINE DS (RAFAIE 5 0Y) 2 HWrd
%, & DIIERBIC DR o o EK e A
A OB L, RN ARFE S 4, IR
BEORXY T 4 —ay/ N)TF—2a BT
EDHEDNTRoTNDME D DEHWT 5,

Using the sampling tables, review a number
of incomplete failure investigations for
potential unresolved product
nonconformances and potential distribution
of nonconforming product. Unresolved
problems that could be of significant risk to
the patient or user may require product

recall if the problem cannot be resolved.

YTV T =T N EFEALT, KET D E
B O AT DR S AT RE A A A i S
HETLEO X oARMED S &, FENTT LT
WRWbHDE L E 2 —F 25, FORMHRORBE
MDEEEL T2 —FIZE > TEKRRY ATk
D95 5LDThIVUL, FIEPHR SRR

D, WEOU a— L BMNEZRDHTHAI,
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Using the sampling tables, review records
regarding nonconforming product where the
firm concluded corrective or preventive
action was not necessary. As noted above,
verify that the firm is not continuing to
distribute nonconforming product. This may
be an important deficiency based on the class

of, and the risk associated with, the product.

YTV T T =T N EFEHLT, 4
D3, %E#ﬁ%i T P E I E R N
11T 7= AR A

Fatt

HEaa
WZBET %5k E L B2 —1

o Lﬁf@&t;om WAL, REA
L OFIEAZ MR L CWRWE & 2 fERT 5,

(fitfe L W2 I5E13]) o7 7 A KT A
IR oTiE, EERKMERY S 5,

f Important linkages for these activities
include 820.20 Management Responsibility,
820.25 Training, 820.30 Design Controls,
820.90 Nonconforming Product and possibly
820.250 Statistical Techniques.

gﬁtﬂ%®%ﬁ (2R % B 7R B A
LT EEND,

820.20 Management Responsibility

820.25 Training

820.30 Design Controls

820.90 Nonconforming Product and possibly
820.250 Statistical Techniques

Using the sampling tables, review
nonconforming product and quality
concessions. Review controls for preventing
distribution of nonconforming products.
Product and quality concessions should be
reviewed to verify that the concessions have
been made appropriate to product risk,
within the requirements of the quality
system and not solely to fulfill marketing

needs.

Yo TV T T =TV EMEH LT, RS
B EORRIERA N ook L B a—1
%, AMEAEAOEEZIET 5720 OEHE
L bEa—75, 85 E0EE EORBIERIZD
WT, LFOZ %L Ea—7 5%,

> BWEOYAZITHR LT, R B
THoi=

> FERIERAT S Z L1E, WEV AT AOHE
EZ RS 5 b DO TIEZRD > 72D

S MHEREM 2T - OIFRBIER A LT
AQAV/R

f Important linkages regarding these
activities include 820.20 Management
Responsibility and 820.90 Nonconforming
Product.

TS OFEENI D B R 2R BE SR XL T A
EENLD,

820.20 Management Responsibility

820.90 Nonconforming Product
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E’Y. Determine if appropriate actions have

been taken for significant product and
quality problems identified from data

sources.

AL Y T

ab e o BRI ) U CIEBI R 5 B2 & T
DIE D MEHWTT D,

Where appropriate, this may include recall
actions, changes in acceptance activities for
components, in-process and finished devices,

etc.

LEl ok, EbefEicix] Va—n
DT 7 a . WONZESSL O mEIES), i
T OB ~DEF R E NG EN D,

BS. Determine if corrective and preventive

actions were effective and verified or
validated prior to implementation. Confirm
that corrective and preventive actions do not

adversely affect the finished device.

Vs m - TomEstmchY . i

RYT g lr—ay/  RN)TF—a Vfibih
TWenE I T 5, RIE - PRREC
L0 BEEEA~ORIERARELL TW RN &
T %o

Using the selected sample of significant
corrective and preventive actions, determine
the effectiveness of these corrective or
preventive actions. This can be accomplished
by reviewing product and quality problem
trend results. Determine if there are any
similar product or quality problems after the
implementation of the corrective or
preventive actions. Determine if the firm has
verified or validated the corrective or
preventive actions to ensure that such
actions are effective and do not adversely

affect the finished device.

HRREIE - THRENOEBR LY TV %E
R LT, BEMHEE L TREEOA %
W 5, ToDIiE, B - EREOMHE
MRE IRl Ll Ea—T5L L0 THA
Do REIEHVE F 7T TRIRE &2 FEh L 721212,
U &L D7l « SWERENBEL THDEINE
DMMEHIETT D, ML, RIERE XX
TRIRED R TH Y | FofE RS I IER 2
ELTWinwZeEd, XU T4 =gy /N
U7 —2a MR VIER L TWDINE I Ef
Wrd %,
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Corrective actions must be verified and Gf
applicable) validated. Corrective actions
must include the application of design
controls if appropriate. Good engineering
principles should include: establishing a
verification or validation protocol;
verification of product output against
documented product requirements and
specifications; ensuring test instruments are
maintained and calibrated; and that test
results are maintained, available and

readable.

JEIEEEICRH LT, RY 70— a VRO
WETHIL) NV TFT—Ta rETbRiTh
Fe b, REIET, RIEHFEIZBVLT,
EtEE M 5 Z &£, Good Engineering
Principles ([ZIZLL I3 E £ 5,
> RNV T4h—ary/ RN)F—=2g00
70 b AVDREL SN TWD Z &,
S WETU Ny b, XFE S
PR ORI L TR 77— g

YENTWDZ &,
> T A MERDHERIRSTSIRIESNT
WH Lk,

> T A MRERDPHERFE LS L. M TRET
HY, ARV AETHD Z L,

f Important linkages regarding this

CAPA element include 820.30 Design Control
and 820.70(b) Production and Process

Control.

f Z D CAPA ZE5RIZ%3 5 B 75 B 2
IZIZBL IR EEND,

820.30 Design Control

820.70(b) Production and Process Control.

BQ. Verify that corrective and preventive

actions for product and quality problems

were implemented and documented.

Vo ms

BAER S, CELSATNS C & 2R
éo
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Using the sampling tables, select and review
records of the most recent corrective or
preventive actions (this sample may consist
of or include records from the previously
selected sample of significant corrective
actions). To determine if corrective and
preventive actions for product and quality
problems and changes have been
documented and implemented it may be
necessary to view actual processes,

equipment, facilities or documentation

VTV TT—=TNEFEH LT, BEHORIE
HEECIITUHEEZERIRL, 2oz L e
2—35, (ZOWFU 7 X, DEicER L
Eﬁmﬁﬁ%@%/7W®£ﬁkéBXi*%
INER DG LivZgwy), S - G B REEI R
T HEIE - PRAHE. KOZEIUCHE S ZEHE AR
Elpsh, ESNEZNE I a2 T 5720
(2. EBROTmv X &, ik, XEEXRD
WENBH D E LitZen,

Blo. Determine if information regarding

nonconforming product and quality problems
and corrective and preventive actions has
been properly disseminated, including

dissemination for management review.

Vo msameronmmE. BE - 75

FFEICBET D IE M, BERL E2—72ET,
FENTEYNIIEA STV D0 E D D& flErd
éo

Determine that the relevant information
regarding quality problems, as well as
corrective and preventive actions, has been
submitted for management review. This can
be accomplished by determining which
records in a recent CAPA event were
submitted for management review. Review
the raw data submitted for management
review and not the actual results of a

management review.

B R O, IR - PRHRE B S )
IRIERPRREE L B —(ZRHETnD 2 b

ZHWT S, ZOHEWAITI IR L T, D
BH D CAPA HLIZHOWT, Yok 5 7pitsk
PRREREL 2 —ICR_ I SN0 EFHRD &
v, BRERELE 2 —OEmHRTIER, &
EELE -l INTAT—FE L Ea—
THZ L,

Review the CAPA (and other procedures if
necessary) and confirm that there is a
mechanism to disseminate relevant CAPA
information to those individuals directly
responsible for assuring product quality and

the prevention of quality problems.

CAPA FllE (METHIITX, TOMDFIE) %
L a— L, CAPA fF#7y, D SERGE L
e E B OY LI EREE AR OB ITIA SN
HHAAAD D D Z & R T D,
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Review information related to product and
quality problems that has been disseminated
to those individuals directly responsible for
assuring product quality and the prevention
of quality problems. Using the sample of
records from Objective 9 above, confirm that
information related to product and quality
problems is disseminated to individuals
directly responsible for assuring product
quality and the prevention of quality

problems.

B O B ARGE & SV RIE OB LR I E AR
HHEIC, EOLH 78l - SWEREICEET 5

FwpnEFEINTeoNZ L Ea—T5, Lt
9IH CTHWGER DY 7 v & T, e, -
A BRI B3 2 1 s . B o0 S ORGLE & i

HORMEN LI EZE TR OFICHA ST
WOMNEIMELVE2—T D,

f An important linkage to this CAPA

element is 820.20 Management

Responsibility.

f = 0> CAPA Bi#|C kb3 5 T 7o B

LT TH %,
820.20 Management Responsibility
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