Company X Inc.
Company X Consumer Products Quality System Manual

The following is an example systems manual from a low volume (TE, but not an automotive
supplier) company.

You will note that this is essentially a copy of ISO 9001:2000. | take this path because long ago |
got tired of an auditor picking a phrase or line item out of the standard and ask where that item

Aracen

dp no ying you recognize
d understa ) mnaeﬂ need for trﬁt\ﬁie
onsidefthe , : [

4(5.2 Document and data approval and issue

Q

he documents and data shall be reviewed and approved for adequacy by authorized personnel prior to issue. A
aster list or equivalent document control procedure identifying the current revision status of documents shall be
stablished and be readily available to preclude the use of invalid and/or obsolete documents.

® 3 -

This control shall ensure that:

a) the pertinent issues of appropriate documents are available at all locations where operations essential to
the effective functioning of the quality system are performed;

b) invalid and/or obg@lete g

fiime romptifiire om all points of issue or use, or otherwise
assured against upintended us
ﬁ e al rk -preserva 0Ses suitably identified.
[ |

c) any obsolete docume
n one audit the auditor did a minor writeup because although line item ‘¢’ was addressed (the

ystem did this) but nowhere were the words: “...any obsolete documents retained for legal and/or
nowledge-preservation purposes are suitably identified...”

0N =

S0 — why get into a pissing match?

—

echnically your quality manual may be a statement of scope, exclusions statement, and a
ross-reference matrix. Line item ‘c’ seems to imply you will have a high level systems flow chart
s well. In the flow charts powerpoint file you will see this type of high level systems flow chart.

ypical Top Level Operations hart is one example style. Main Processes / Systems is
in Fl
urs i

other style. Both of these ar t - I dition, you will find help
nthe n powerpo el mentation-A Beta3.ppt (the
ea. t ion titled A Quality

ith understanding how to do
revision may change [A Beta3]

anagement System? Near the front of the file. Note thal | can’t cite pages as the file is
epolving so if | cite one here now and forget to change it here after a change to the other file I'll
be misleadi

u.
hen you conSigemt i % chartf cegsider r i S ol where
process mapping cames, i | el

(@]

- Q@

The Tollowing is the 2000 quality (Systems) manual requirement:

4.2.2 Quality manual
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The organization shall establish and maintain a quality manual that includes

a) the scope of the quality management system, including details of and justification for any exclusions (see
1.2),

b) the documented procedures established for the quality management system, or reference to them, and

c) adescription of the interaction between the processes of the quality management system.

ince 1993 | have been implementing in this manner with no problems, but you have to decide

oW to address th e of the contents of your quality ma Nust remember —fthe
ords offevery/i have to befaddfes mﬁﬂ do it for Wﬁve
his companylch@sesfot to uments. IAst simply refer€n hetitl fthe

pcuments. Where you see something

=S > W

Q

Supporting Documentation
Quality Records Map

That is their document identification system. From this, you can see that how you identify your
documents is entirely up to you and will in large part depend upon the size and complexity of
ypur company, its processes and systems complexity. Typically complex numbering or naming
s

d

ystems in small companies,are notaecessary, andi fact, are somewhat silly. | prefer the
le, y — t ight?
o a Iei)f C whichlidentified

ocument file name,/personally, r

The included file Doc |Re

documents by their title. In Document_Matrix_Example.xIs you will find an example where a
cpmpany used the disk file name of documents for identification.

Don't get caught up in complex identification schemes! Do what is appropriate for your
cpmpany!

A last thing to remember is you cannot complete this manual until your systems are all
mapped. You may project what your level II's will be and such, but believe me. The systems
manual is the last document to ‘go golden’.

*

-.*********************************E*****X@*m* *|*€***************

Quality Systems Manual

Company X, In

Systerii&=Manual
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1.0 Scope

This Quality Manual provides specifics on the policies and procedures used by Company X, Inc. and Company X
Consumer Products, Inc. to meet ISO9001 Quality Management System requirements.

Company X, Inc. has no permissible exclusions as they apply to the organization or its products under the 1ISO9001
requirements.

Consumer Pgoducts, | e ion ign and Pevelopment cable
ts\of 001, [due to th€ naturg of ionh a productsy This e t the
, or\respopsi , r atl meets customer, gulatory
|
2|0 Normative reference

The following normative document contains provisions which, through reference in this text, constitute provisions of
ISO9001. For dated references, subsequent amendments to, or revisions of, any of these publications do not apply.
However, parties to agreements based on 1ISO9001 are encouraged to investigate the possibility of applying the most
recent edition of the normative document indicated below. For undated references, the latest edition of the normative
document referred to applies.

1SO9000 Quality Management System —Fundamentals and Vocabulary.
3]0 Terms and definitions

The term “organization” usee
“Supplier” and “Vendor®are syno
services by the organizatior
Throughout the textof t

4]0 Quality management system
4.1 General requirements

The organization documents, implements and maintains a quality management system and continually
improves its effectiveness in accordance with the requirements of the 1ISO9001 International Standard.

The organization:

a) identifies the processes needed for the quality management system and their application throughout
the organization,

b) determines the sequence and interaction of these processes,

c) determines criteria and methods needed to ensure that both the operation and control of these
processes are i

d) ensures the
monitoring o

€) monitors, measures an

f) implements aeti
processes.

These processes are managed by the organization in accordance with the requirements of the 1SO9001
outsource any process that affects product

ssary to support the operation and

d continual improvement of these

42 Documeaentation reauiramants
S4—0cdeRttaHeRFeguHe e ts

rnational Standard. Wi
co ity _with_requi trol_over ocesse ontrol of such
SO r@cesse i i ntsyste
NOTE: cess Stem @ red to)aboveli ocesses for
agement aetiviti OIS roductirealization @ sur
A
4.2.1 General

The quality management system documentation includes:
a) documented statements of a quality policy and quality objectives,
b) aquality manual,
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¢) documented procedures required by the ISO9001 International Standard,

d) documents needed by the organization to ensure the effective planning, operation and
control of its processes, and

e) records required by the ISO9001 International Standard.

NOTE 1: Where the term “ documented prnrpdurp” appears within the 1SQ9001 International

Standard, means that a procedure is established, documented, implemented and maintained.

NOTE 2: entation can be in any form or type of medium.
(220 manual I
rgamizatio sh d maintains|a @ yimangal thatfinclu
a) t quality imanagement,system, including S d justificatién fer any

0
) .

exclusions,
b)

the documented procedures established for the quality management system, or reference to
them, and
c) adescription of the interaction between the processes of the quality management system.

Supporting Documentation
Quality System Overview Map

4.2.3 Control of documents

Documents required by the quality management system are controlled. Records required by the
quality management system are controlled according to the requirements given in 4.2.4. A
documented procedue is established to define the controls needed:

efts,
umentsare identified,
S are availahle at points of use,

e) toensure that documents remain legible and readily identifiable,

f) to ensure that documents of external origin are identified and their distribution controlled,
and

g) to prevent the unintended use of obsolete documents, and to apply suitable identification to
them if they are retained for any purpose.

Supporting Documentation
Document Control Map
Controlled Documents of External Origin Map

4.2.4 Control of records

Records are
the effective

ed and maintained to provide evidence of conformity to requirements and or
identifiable a S
for the identi i

perati quali agementsystem. Records remain legible, readily
ie . A documentedfpr
ation, stotag eationjret
Supporting D tio

lished to define the controls needed
Quality Records Map

r
e e and disposition of records.

5J0 Management responsibility

5.1 M@anag tc i
is|Co ment impl f the gual gement system
andco ally impravesiits i :
a) Jcom ica he organization~the impartarice t ustomer-a atutory and
reg |qunry reg |immnntc,
b) establishing a quality policy,
¢) establishing quality objectives,
d) conducting management reviews, and

e) ensuring the availability of resources.
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5.2 Customer focus

ustomer satisfaction. (see 7.2.1 and 8.2.1)
ol
mitted to consistent etfor exce ustomers’ expectatio d rmance,
ang deliveky. ote\gontinuous impr @ ent| of Gustomek, satisfactio t 'niW and
iewing'an 1SO9001 quality systemy”
a) is appropriate to the purpose of the quality policy,
b) includes a commitment to comply with requirements and continually improve the effectiveness of
c) provides a framework for establishing and reviewing quality objectives,
d) is communicated and understood within the organization, and

Top management ensures that customer requirements are determined and are met with the aim of enhancing
Top management ensures that the quality policy
the quality management system,
e) is reviewed for continuing suitability.

5.4 Planning
5.4.1 Quadity objeetives

Bse meet requirements for
2vels within the organization. The
cy

1. Meet or exceed customer expectations by effective communication and review of customer
requirements.

2. Provide our customers high quality products and services, on time delivery, and at a
reasonable cost.

3. Effectively manage our products, processes, and services to provide superior customer
satisfaction.

4. Promote the safety, awareness, and well being of employees through training and
education.

5.4.2 Quality management system planning

Top man t ensures that:
a) the planping_of the quali nagement sys is carried out in order to meet the
irem giveniin 4/1, | @5 the dqual jectives, and
b) the integrity o quality! mana ﬁ is maintained when changes to the
i n tem|are planng mented.

5.5 Responsibility, authority and communication
5.5.1 Responsibility and authority

Top management ensures that responsibilitiesfand aufRorities are defined and communicated within
th i ti anagement e it A Maffagement Hierarchy
p trates ili elativ hari personnelfwh ' erform, and
ri ivities i MS. A Steer a o[evaluate and
p nt i of, as We improvements to, 001" Quality Ma ent System.

The Qtnnring Committee is made up of mpmcnnfing members from rlnpnrfmnnfc within the

organization.

Supporting Documentation
Management Hierarchy Map

5.5.2 Management representative
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Top management has appointed a management representative who, irrespective of other
responsibilities, has the responsibility and authority that includes
a) ensuring that processes needed for the quality management system are established,
implemented and maintained,
b) reporting to top management on the performance of the quality management system and

any need for improvement, and
c) ensuring the promotion of awareness of customer requirements throughout the

tion.
TE The responSibilityyof a t represefitative can include i it eIIarties
atterg relati e y Manage
5.3 al com Ic u

Top management ensuré8”that appropriate communication processes are established within the
organization and that communication takes place regarding the effectiveness of the quality
management system.

5.6 Management Review
5.6.1 General

Top management reviews the organization’s quality management system, at planned intervals, to
ensure its continuing suitability, adequacy and effectiveness. The review includes assessing
opportunities for improvement and the need for changes to the quality management system,

i e qualitygpolicy apd quali bjectives. Records from management reviews are

5.6.2 Review input

The input to management review includes information on:
a) results of audits,
b) customer feedback,
¢) process performance and product conformity,
d) status of preventive and corrective actions,
e) follow-up actions from previous management reviews,
f) changes that could affect the quality management system, and
g) recommendations for improvement.

5.6.3 Review output

The output fr@m the mana reyiew includ
a) imp nt e’effectiveness ofjtht
b) impr@vement r relatedito clist
C) reso .

0 Resource management

any decisions and actions related to:
@ i gement system and its processes,
r

(o2}

6.1 Provision of resources

T nization determifies and provides the resources negded
taAim i i age Sy
n
b) Jto enhange custamensatisfactiofi by imeeting customeRrequire
esalirces

6.2 Human r

ﬂllUra |Vectiveness,
6.2.1 General

Personnel performing work affecting product quality are competent on the basis of appropriate
education, training, skills and experience.

6.2.2 Competence, awareness and training
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The organization :
a) determines the necessary competence for personnel performing work affecting product
quality,
b) provides training or takes other actions to satisfy these needs,
c) evaluates the effectiveness of the actions taken,

d) ensures that its personnel are aware of the relevance and importance of their activities and
how they contribute to the achievement of the quality objectives, and
e) ins appropriate records of education, training, ski experience (see 4.2.41
[ |

1L Mall LOVE

The organization determines, provides for, and maintains the infrastructure needed to achieve conformity to
product requirements. Infrastructure includes, as applicable:

a) buildings, workspace and associated utilities,

b) Process equipment (both hardware and software), and

€) Supporting services (such as transport or communication).

6.4 Work environment

The organization determines and manages the work environment needed to achieve conformity to product
0 Product realization

requirements.

7.1 Planning of praduc izati
The organjzati an 0C eded [for p @ lization: Planning of product
realizati co w equirements hengpr f ghe guality management system (see

4.1). In planning product realization, the organization determines the following, as appropriate:
a) quality objectives and requirements for the product,
b) the need to establish processes, documents, and provide resources specific to the product,
c) required verification, validation, monitoring, inspection and test activities specific to the product and
the criteria for product acceptance, and
d) records needed to provide evidence that the realization processes and resulting product meet
requirements (see 4.2.4).
The output of the planning is in a form suitable for the organizations method of operations.

NOTE 1 A document specifying the processes of the quality management system (including the product
realization processes) and the resources to be applied to a specific product, project or contract, is referred to

as the quality plan.

NOTE 2 The organization a t iven 7.3 to the development of product
realization processes.

Supporting Documentati

~

Production Development Map

7.2 Customer- related processes

Determination,of requirements related to the pgoduc
T e 4
equir s [Specified’b customety includi e Fequirerments f ivery and post-
elivery activiti
b)" requirements not by the customer but necessa r specified or inte use, where

I

KoV

c) statutory and regulatory requirements related to the product, and
d) any additional requirements determined by the organization.

Supporting Documentation
Sales Quote Map
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Order Entry Map
Order Change Map

-

Technical Service Map
2. of requirements kelatedito the produc
The organizati S equirement @ ta'the producty, Thi isiconducted prior to
organi S itment t6' suppl pFodtict' to the cust (e.0™sSubmtssio f t8hders,
acceptance of contracts om@rders, acceptance of changes to contracts or orders) and ensures that:
a) product requirements are defined,

b) contract or order requirements differing from those previously expressed are resolved, and
¢) the organization has the ability to meet the defined requirements.

Records of the results of the review and actions arising from the review are maintained (see 4.2.4).
Where the customer provides no documented statement of requirement, the customer requirements
are confirmed by the organization before acceptance. Where product requirements are changed, the
organization ensures that relevant documents are amended and that relevant personnel are made
aware of the changed requirements.

OTE lpgseme s ons, a formal reviews is impractical for each order. Instead the review can

J.COM

The organization determines and implements effective arrangements for communicating with
customers in relation to:

a) product information,

b) enquiries, contracts or order handling, including amendments, and

c) customer feedback, including customer complaints.

Supporting Documentation
Customer C s Map

0
Sales Quote Map
Order Entry
Order Change Map

7.3 Design and development
7.3.1 Design and development planning

The organization plans and controls the desigi and deyvelopment of product. During the design and
de lagaing izatign determines:
hede nd/de stages,
b) “thereview, verificati lidati a .W- te t@ each des d{development
tal

c) the responsibilities and authorities for design and development.

Order Entry Map
Order Change Map

7.2.3 Customer communication

The organization manages the interfaces between different groups involved in design and
development to ensure effective communication and clear assignment of responsibility. Planning
output is updated, as appropriate, as the design and development progresses.

Supporting Documentation
Design Control Map
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7.3.2 Design and development inputs

Inputs relating to product requirements are determined and records maintained (see 4.2.4). These
inputs include:

a) functional and performance requirements,

h) applicahle statutory and regulatory requirements,

c) where applicable, information derived from previous similar designs, and
eqmrements essential for design and developme

yman Covet”

Spemal Order Traveler
7.3.3 Design and development outputs

The outputs of design and development are provided in a form that enables verification against the
design and development input and are approved prior to release. Design and development outputs:
a) meet the input requirements for design and development,
b) provide appropriate information for purchasing, production and for service provision,
c) contain or reference product acceptance criteria, and
d) specify the characteristics of the product that are essential for its safe and proper use.

Supporting Documentation

7.3.4 Design and development review

At suitable stages, systematic reviews of design and development are performed in accordance with
planned arrangements (see 7.3.1)
a) to evaluate the ability of the results of design and development to meet requirements, and
b) to identify any problems and propose necessary actions.
Participants in such reviews include representatives of functions concerned with the design and
development stage(s) being reviewed. Records of the results of the reviews and any necessary
actions are maintained (see 4.2.4).

Supporting Documentation
Design Contr

7.3.5 Design and dev
Verification i perfor nce| wi
design and d ttl

of the results of the verlflcatlon and any necessa
Supporting Documentation

r ments (see 7.3.1) to ensure that the
d opment input requirements. Records

y actions are maintained (see 4.2.4).
Design Control Map
roduct is|ca Ie f

7.3
an ngements (see
ng th e specified
ppll onori own. Wherever pra e, I| is Co ted prior to

the dnll\/nr\/ or |mn|nmnnfnf|nn nf fhn nrnrhlr\f Records of fhn rnelllfc of \lalldahnn and any-necessary

is perf

actions is malntalned (see 4.2.4).

Supporting Documentation
Laboratory Request Map
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7.3.7 Control of design and development changes

Design and development changes are identified and records maintained. The changes are reviewed,
verified and validated, as appropriate, and approved before implementation. The review of design
and development changes include evaluation of the effect of the changes on constituent parts and
product already delivered Records of the results of the review of changes and any necessary

actions are maintained (see 4.2.4).

Supportin mentation

ineering Chan est
hnicalBulletin estM
7.4 Purchasi [ |

7.4.1 Purchasing process

The organization ensures that purchased product conforms to specified purchase requirements. The
type and extent of control applied to the supplier and the purchased product is dependent upon the
effect of the purchased product on subsequent product realization or the final product.

The organization evaluates and selects suppliers based on their ability to supply product in
accordance with the organizations requirements. Criteria for selection, evaluation and re-evaluation
is established. Records of the results of evaluations and any necessary actions arising from the
evaluation is maintained (see 4.2.4).

Supporting Documentation

e ;@b p@@l ing'where appropriate
or approval of pr t, procedures, processes and eqUipment,

b) requirements for qualification of personnel, and

¢) quality management system requirements.
The organization ensures the adequacy of specified purchase requirements prior to their
communication to the supplier.

7.4.3. Verification of purchased product
The organization establishes and implements the inspection or other activities necessary for
ensuring that purchased product meets specified purchase requirements. Where the organization or
its customer intends to perform verification at the supplier’s premises, the organization states the
intended verification arrangements and method of product release in the purchasing information.

Supporting D tation
Product Recelving M
Quality Cont

7.5 Production and service isi

7.5.1 Control of production and service provision

As applicable, the organization plans and carries out production and service provisions under

controlled conditions. Controlled conditions include:;
t ailabili information that deseri e acteristics of the product,
heava ity of Work instructions, ry,
helise itablelequipm
atlability and useélo itoring and/meas ice

c
e) the implementation of monitoring and measurement activities, and

T) the implementation OT product release, delivery and post-delivery activities.

Supporting Documentation
Production Control Map
Process Control Map
Delivery Map
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Equipment Maintenance Map
Nonconformance Control Map
Quality Control Map

Product Identification Map
Product Handling and Storage Map

Technical Service Map
2 Validation of esses for production and service provision

5.
orgafizatio at or goraducti nd segvi isignswh resulting
ut cannot be veki equent monitoring|or mMeasurgment. clud racesses
where deficiengi : pparent’ on @ the product 1§ in use h rvice has been
ivered. strates the ability’o sefprocess fe plannedwésul®. As

applicable, the organizatigestablishes arrangements for these processes including:
a) defined criteria for review and approval of the processes,
b) approval of equipment and qualification of personnel,
c) use of specific methods and procedures,
d) requirements for records (see 4.2.4), and
e) revalidation.

7.5.3 Identification and traceability

Where appropriate, the organization identifies the product by suitable means throughout product
realization. The organization identifies the product status with respect to monitoring and

7.5.4 Customer property

The organization exercises care with customer property while it is under the organizations control or
being used by the organization. The organization identifies, verifies, protects and safeguards
customer property provided for use or incorporation into the product. If any customer property is
lost, damaged or otherwise found to be unsuitable for use, it’s reported to the customer and records
maintained (see 4.2.4).

NOTE Customer property can include intellectual property.

Supporting Documentation
Returns and Map

Customer Supplied Prgdu
7.5.5 Preservation of t
The organiza S rmity of p t during imternal processing and delivery to the
d

intended destination. This preservation inclu identification, handling, packaging, storage and
protection. Preservation also applies to the constituent parts of a product.

Supporting Documentation

Product Hampdling and Storage Map
P i n
7.6 Controlof ito ng devices
organiza t niteri nd measurement dertak d itoring and

measurifig devices needed to provide evidence of conformity of product to determined requirements (see

7.2.1). The organization establishes processes to ensure that monitoring and measurement can be carried out,
and is carried out in a manner that is consistent with the monitoring and measurement requirements. Where
necessary to ensure valid results measuring equipment is:

Page 9 of 12 Quality Systems Manual.doc
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a) calibrated or verified at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards; where no such standards
exist, the basis used for calibration or verification shall be recorded,

b) adjusted or re-adjusted as necessary,

c) identified to enable the calibration status to be determined,

d) safeguarded from adjustments that would invalidate the measurement result, and
e) protected from damage and deterioration during handling, maintenance and storage.

the or@anization,assesses rds, the validi the prévious measuring results when the

found not to’ conf quirements. Theforganization takes Dpkia the

d anyAproduc te cards of the r, calibrationland v onlis' maintained (see
|

When used in the monitoring and m€asurement of specified requirements, the ability of computer software to
satisfy the intended application is confirmed. This is undertaken prior to initial use and reconfirmed as
necessary.

Supporting Documentation
Calibration Map

8/0 Measurement, analysis and improvement
8.1 General

The organization plans and implements the monitoring, measurement, analysis and improvement processes

needed:
a) to deMonstp
b) toensfre
c) toconfinua aflagem stem.
This include; r istical' t s, dnd the extent of their use.

Supporting Documentation
Statistical Techniques Map

8.2 Monitoring and measurement
8.2.1 Customer satisfaction

As one of the measurements of the performance of the quality management system, the organization
monitors information relating to customer perception as to whether the organization has met
customer requirements. The methods for obtaining and using this information is determined.

Supporting Documentation
@ : n@s to determine whether the quality
2'7.1), tothe requirements of 1SO9001 and to the

Customer Complaints Map
quality management system requirements established by the organization, and

8.2.2 Internal Audits
The organiza nauets i allaudits
management system:
a) conf e rrangeéments
b) s effectively implemented and maintained.
An audit pregram is planned, taking into copsideratign the status and importance of fie processes

a ite S esults @fypre , . ope, frequency
a tho fined.ly Selection of audi i

impartialityrof the audit process. Auditors

qu n nning ‘and €o ing a

ctivity and
(see 4.2.4) is defined in a documented procedure.

ibilities and
alning records

The management responsible for the area being audited ensures that actions are taken without undue
delay to eliminate detected nonconformities and their causes. Follow-up activities include the
verification of the actions taken and the reporting of verification results (see 8.5.2).

Supporting Documentation
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Internal Audits Map
8.2.3 Monitoring and measurement of processes

The organization applies suitable methods for monitoring and where applicable, measurement of the
guality management system processes. These methods demonstrate the ability of the processes to

actieve ptarmed resutts—Whenptanmed Tesultsare ot achieved, correctiomand torrective action s
taken, as appropriate, to ensure conformity of the product.

.2.4 Monitoring asurement of product
organizati ‘ easlresi th racteristics ofithe pro olve duct
irements have This is carfie appropriatg staggs e \prod alization
cess in anee Wi e plannéd afrangeents (see 7.1). e canformity with the

acceptance criteria is maintained. Records indicate the person(s) authorizing release of product (see
4.2.4). Product release and service delivery does not proceed until the planned arrangements (see
7.1) have been satisfactorily completed, unless otherwise approved by a relevant authority and
where applicable, by the customer.

Supporting Documentation
Quality Control Map

8.3 Control of nonconforming product

The organization ensures that product which does not conform to product requirements is identified and
controlled to prevent its unintended use or delivery. The controls and related responsibilities and authorities

for deali productsgare defimed in a documented procedure. The organization deals
with non 2 of wing :

a) by tak tectechneconformity,

b) by aut ce : ncﬁr n pbyla relevant authority and, where

Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained,
are maintained (see 4.2.4). When nonconforming product is corrected the product is subject to re-verification
to demonstrate conformity to the requirements. When nonconforming product is detected after delivery or
use has started, the organization takes action appropriate to the effects, or potential effects, of the
nonconformity.

Supporting Documentation
Nonconformance Control Map

8.4 Analysis of data

The organization detgfmines,ycollec d a
effectiveness of the i geme stem a

effectiveness of the quality m e ystemican be
monitoring and meas d relevant s

relating to:
a) customer satisfaction (see 8.2.1),
b) conformity to product requirements (see 7.2.1),

istics and trends of processesMuctS including opportunities faF preventive
Internal/Audits Map

gpriate to demonstrate the suitability and
ere continual improvement of the
e s includes data generated as a result of
S alysis of data provides information

)

COrrective Action Viap
Preventive Action Map
Nonconformance Control Map

8.5 Improvement
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8.5.1 Continual improvement

The organization continually improves the effectiveness of the quality management system through

the use of the quality policy, quality objectives, audit results, analysis of data, corrective and
preventive actions and management reviews.

8.5.2 Corrective action
The organizati

n takes action to eliminate the cause of non rmities in order to vent
urrenc€. Corrective,agtions gr repkiat th ts of the nofco itie ntered. A
umented proced ishied to define irements for:
a) iewj ities (includi tamer ecomplaiits),
b) : , [ |

for action to ensure that nonconformities do not recur,
d) determining and implementing action needed,

e) records of the results of action taken (see 4.2.4), and

f) reviewing corrective action taken.

Supporting Documentation
Corrective Action Map

8.5.3 Preventive action

The organization determines actions to eliminate the causes of potential nonconformities in order to
prevent their occurrence. Preventive actions are appropriate to the effects of the potential problems.
ant i hed ine requirements for:

on and t al

ion gi/ent ocallrrenc onconformities,
ng.action’neede

tak e4.2.!1),

e) reviewing preventive action taken.

Supporting Documentation
Preventive Action Map

Example
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