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PART 820 QUALITY SYSTEM REGULATION ( QSR 820 )

Sec. £20.100 Corrective and preventive action.

{a) Each manufacturer shall establish and maintain procedures for implementing corrective
and preventive action. The procedures zhall include reguirements for:

{1} Amalvyzing processes, work operations, concessions, quality audit reports, quality
records, service records, complaints, returned product, and other sources of guality data to
identify existing and potential causes of nonconforming product, or other guality problems.
Appropriate statistical methodology shall ke employed where necessary to detect recurring
quality problems;

{2) Investigating the cause of nonconformities relating to product, processes, and the
quality system;

{3) Identifving the action(z) needed to correct and prevent recurrence of nonconforming
product and other quality problems:;

{4) Verifving or wvalidating the corrective and preventive action to ensure that such action
iz effective and does not adversely affect the finished device;

{2) Implementing and recording changes in methods and procedures needed to correct and
prevent identified quality problems;

{68) Ensuring that information related to guality problems or nonconforming product is
disseminated to those directly responsible for assuring the quality of such product or the
prevention of such problems; and

{(7) Submitting relevant information on identified guality problems, as well as corrective
and preventive actions, for management review.

{b) All activities required under this section, and their results, =shall be documented.
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Top 10 Foreign Inspection Loc

ons

Country Name ?;i}l;:}:]fn{:f Country Name {I:I‘::f':::i{fﬂzf
China 126 China 179
Germany 90 Germany 71
Japan 44 Japan 60
Canada 42 United Kingdom 50
United Kingdom 35 Taiwan 35
Taiwan 35 France 29
France 30 Switzerland 29
[taly 26 Italy 27
l(r:rremsfiirsll]lblic of 27 Canada 2%
[reland 19 [reland 25
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Inspectional FDA Form 483 Observations
CY2004-CY2016 by QS Subsystem

1400

1200 e . -

1000 -
800
600
400 T e—

200

" 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016
»P&PC 1287 1175 1141 1014 078 __0°1 | 1121 1240 12303 1151 1197 1141 964
“w=CAPA 1215 1150 1157 997 915 988 1125 1221 1258 1085 1148 1131 1017
2DES 519 400 47Z 40Z 3957539074606 539 7 650 513 515 536 0 382
MGMT 825 667 657 588 540 442 | 546 582 583 425 497 378 | 347
DOC 470 428 365 358 320 304 388 487 469 367 383 339 317

CY2016 Total 483 Observations

QS Subsystem |# of Observations Percentage
CAPA 1017 34%
P&PC 964 32%

DES 382 13%
MGMT 347 11%
DOC 317 10%
Total: 3027 100%
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CY2016 Top CAPA Observations

Domestic/Foreign
CFR # 5 Domes'tic Percentage CFR # i Fareign Percentage
Observations Observations

21 CFR 820.100(a) 234 339% 21 CFR 820.100(a) 108 359,
21 CFR 820.198(a) 201 28% 21 CFR 820.198(a) 85 289,
21 CFR 820.90(a) 96 14% 21 CFR 820.90(a) 44 14%
21 CFR 820.100(b) 78 1% 21 CFR 820.100(b) 27 9%,
21 CFR 820.198(c) 43 6% 21 CFR 820.90(b)(2) 13 4%
21 CFR 820.198(e) 19 39 21 CFR 820.90(b)(1) 11 4%
21 CFR 820.198(b) 14 20, 21 CFR 820.198(¢) 8 3%
21 CFR 820.90(b)(2) 12 204 21 CFR 820.198(c) 6 294
21 CFR 820.90(b)(1) 7 1% 21 CFR 820.198(b) 2 1%
21 CFR 820.198(d) 6 1% 21 CFR 820.198(d) 2 1%
Total: 710 100% 21 CFR 820.198(f) 1 0%

Total: 307 100%
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WL Citations by QS Subsystem

350
300
250
200
150
100 x & A
50 £
2011 2012 2013 2014 2015 2016
+P&PC 97 134 286 254 227 211
“wCAPA 104 143 276 262 220 189
#-DES 70 91 156 121 102 107
MGMT S8 70 112 74 71 39
DOC 43 78 108 63 70 48

CY16 WL Citations

QS Subsystem | # of Citations | Percentage
P&PC 211 36%
CAPA 189 32%

DES 107 18%

DOC 48 8%
MGMT 39 7%

Total: 594 100%
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(a) Each manufacturer shall establish and ENT IR ESCIERRER
maintain procedures for implementing
corrective and preventive action. The
procedures shall include requirements for:

(1) Analyzing processes, work operations, (FEREENSHR AR T
concessions, quality audit reports, quality IR, LURBIESE RERR
records, service records, complaints, returned | £/aJfR

product, and other sources of quality data to
identify existing and potential causes of
nonconforming product, or other quality
problems. Appropriate statistical
methodology shall be employed where
necessary to detect recurring quality
problems;

2) Investigating the cause of HEASENERR
nonconformities relating to product,
processes, and the quality system;
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(3) Identifying the action(s) needed to correct |iRBIFFLEASIEBIRRER
and prevent recurrence of nonconforming EEXENAYTEE
product and other quality problems;

(4) Verifying or validating the corrective and SUFEARIAZH IEFRF1EE |
preventive action to ensure that such actionis | {EEHEERE AR

effective and does not adversely affect the R AR
finished device;
5) Implementing and recording changes in sLheFHC R A AT IR AU E

methods and procedures needed to correct and | ¢
prevent identified quality problems;

(6) Ensuring that information related to quality | F{REEEEREIERR
problems or nonconforming product is =RAR

disseminated to those directly responsible for
assuring the quality of such product or the
prevention of such problems; and

(7) Submitting relevant information on identified | {232 EIEIFEH
quality problems, as well as corrective and
preventive actions, for management review.
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8.5.2 Corrective action

The organization shall take action to eliminate the cause of
nonconformities in order to prevent recurrence. Any necessary corrective
actions shall be taken without undue delay. Corrective actions shall be
proportionate to the effects of the nonconformities encountered.

RIFEA S ftE3E

e) verifying that the corrective action does not adversely affect the ability
to meet applicable regulatory requirements or the safety and
performance of the medical device;

RIZEELH IEFERERT T35 &S A RY E M E RAYEE
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The purpose of the corrective and preventive action is to collect
information, analyze information, identify and investigate product and
quality problems, and take appropriate and effective corrective and/or
preventive action to prevent their recurrence. 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.

QSIT Purpose of CAPA
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4.0 Phase |
Planning

R

5.0 Phase Il
Measurement and
Analysis within and
across Data Sources

LIRS

6.0 Phase Il
Improvement

it

mEEECR
7.0 Phase IV
Input to Management

4.1 Plan for Measurement, Analysis and Improvement Processes

4.2 Establish Data Sources and Criteria

Examples of defined Data Sources

Supplier

Performance/Controls
Complaints
Market / customer
survey

Process Controls

Quiality Audits
(internal / external)

Returned Product

Spare parts usage

Service Reports

5.1 Measure and 5.2 Analyse
coordination / linkage of data / data sources / “horizontal analysis”

6.1 Investigate ——— 6.2 Identify Root Cause '\

6.6 Determine 6.3 Identify Actions

Effectiveness of
Implemented Actions

\— 6.5 Implement Actions ¢———

Improvement

6.4 Verify
identified Actions

7.1 Report to Management and 7.2 Management Review

Feedback
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The procedures (for implementing corrective and preventive
action) must provide for control and action to be taken on devices

distributed, and those not yet distributed, that are suspected of
having potential nonconformities.

QSR Preamble, Comment 158
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FDA emphasizes that the appropriate statistical tools must be
employed when it is necessary to utilize statistical methodology.
FDA has seen far too often the misuse of statistics by manufacturers
in an effort to minimize instead of address the problem. Such misuse
of statistics would be a violation of this section.

QSR Preamble, Comments
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The procedures (for implementing corrective and preventive action) must
provide for control and action to be taken on devices distributed, and those
not yet distributed, that are suspected of having potential nonconformities.

QSR 820 Preamble, Comment 158
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FDA agrees that the degree of corrective and preventive action
taken to eliminate or minimize actual or potential nonconformities
must be appropriate to the magnitude of the problem and
commensurate with the risks encountered. FDA cannot dictate in
a regulation the degree of action that should be taken because
each circumstance will be different, but FDA does expect the
manufacturer to develop procedures for assessing the risk, the
actions that need to be taken for different levels of risk, and how
to correct or prevent the problem from recurring, depending on
that risk assessment.
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n..\"‘? Public Health Service

Cepartment of Health and Human Services Food and Dirug Administration
10903 Mew Hampshire Avenue
Silver Spring, MD 20993

VWARNING LETTER

3. Failure to establish and maintain procedures for implementing corrective and preventive action, including
requirements for implementing and recording changes in methods and procedures needed to correct and prevent
identified quality problems, as required by 21 CFR 820. ‘IEIEI[a}[E} For example, cnrrectwe and preventive actions do
not show that the corrective or preventive measures identified were Implemented. Speclfcally

A Improvement measure for mobility scooter, model 3331, dated April 18, 2012, was implemented due to
the (bi4). Documentation of the action indicates that the returned parts would be returned to the supplier.
The supplier would be notified in writing to adhere to the specifications, and the incoming acceptance
inspection for the (b){4) would be enhanced. However, there was no documentation demaonstrating that the
incoming inspection was enhanced.

B. Improvement measure for mobility scooter, model 3431, dated June 20, 2008, was implemented due
to the (b)}{4). Documentation of the action indicates that the vendor would be asked to pay more attention to
the quality of the product, the incoming inspection would be strengthened, and a nofification would be sent
ta the supplier asking them to strictly follow the (b}{4). However, there was no documentation
demaonstrating that these improvement measures were implemented.

C. Improvement measure for mobility scooter, model 3331 and 3431, dated June 17, 2008, was
implemented due to the (b}{4). Documentation of the action indicates that the customer would be asked to
pay more attention to quality and to perform stricter testing on the nextincoming batch. However, there was
no documentation demonstrating that these improvement measures were implemented.
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Only certain information need to be directed to management Review.
The manufacturer's procedures should clearly define the criteria to be
followed to determine what information will be considered “relevant” to
the action taken and why. FDA emphasizes that it is always
management's responsibility to ensure that all nonconformity issues are
handled appropriately.
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1. GHTF Guidance: Quality management system —Medical Devices —
Guidance on corrective action and preventive action and related QMS
processes;

2. Medical Devices; Current Good Manufacturing Practice (CGMP)
Final Rule; Quality System.Regulation:
https.//www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
PostmarketRequirements/QualitySystemsRegulations/

3. QSIT:Quality System Inspection Technique:
https.//www.fda.gov/ICECI/Inspections/InspectionGuides/ucm074883.
htm



EiFC hlongmed.com EFRFElEe MDCPP.COM
fAvae=s EFEMSaEs  ErsEammEl ETEMNRTES ER=EUFs
EWEFEGAATS MEDICALDEVICE  WEB TRAINING KNOWLEDG KNOWLEDG
WECHAT OF CONSULTING CENTER ECENTEROF ECENTEROF MEDICAL
HLONGMED SERVICES MEDICAL DEVICE DEVICE




