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An integrated management system (IMS) may include two or more of
the following management systems

ISO 9001 1SO 45001 1SO 14001 ISO 29001

The standard for guality Manage occupational health  This provides guidelines for an Manage guality within

managementcriteria— g cafety to prevent accidents - petroleum, petrochemical

relevant for all types of m\[_ re?ated e environmental management S e ra e

organizations. - system for all sectors. ’

1SO 27001 1ISO 31000 1ISO 22000 ISO 22301

Establish an information Guidance on an effectiverisk  |mplementan effective food Implementa system for

security management system [Managementsystem, safety management system, managing business continuity

to protect information assets. unlversall.y applicable to all & protect consumer safety.  to mitigate and recover from
organlzatlons. disruption.

ISO 50001 ISO 13485

The standard for effectively Quality management system

managing energy & minimizing  requirements tailored for the
environmental impact. medical devices industry.
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The Revised Quality Principles

W

I.Customer 2. Leadership . o
Focus Quality Principles

3. Engagement 4. Process 5. Improvement
Of People Approach

6. Evidenced- . :
Bhted 7. Relationship

decmion Management

making .
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Comparison

1ISO 9001:2008
0. Introduction
1. Scope
2. Normative References
3. Terms and Definitions

4. Quality Management
System

5. Management Responsibility
6. Resource Management
7. Product Realization

8. Measurement, Analysis and
Improvement

ISO 9001:2015

0. Introduction
1. Scope

2. Normative References
3. Terms and Definitions
4. Context of the Organization
5. Leadership
6. Planning
7. Support

8. Operations

9. Performance Evaluations
10.Improvement
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Comparison

0 Introduction

1 Scope

2 Normative references

3 Terms and definitions

4 Quality management system

4.1 General requirements

4.2 Documentation requirements

0 Introduction

1 Scope

2 Normative references
3 Terms and definitions

4 Context of the organization

4.1 Understanding the organization and
its context

4.2 Understanding the needs and
expectations of interested parties

4.3 Determining the scope of the quality
management system

4.4 Quality management system and its
processes

7.5 Documented information
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PDCA CYCLE
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Illustration below shows the grouping of clauses 4 to 10 in relation to the PDCA cycle
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it's context 1

Aebail] Gl

Customer

Satisfaction

4)
Jeardl (02,
Results of the
Customer QMs
requirements Bylal allas Al
Jieadl ollinga a9l

Needs and expectationls

of relevant interested Products and

services

parties 4
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1ISO 9001:2015 is based on 7 quality principles
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Clause 4 — Context of the organization 4akiall b - 4 aid

Clause 4.1 — Understanding the organization and its context
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Clause 4 — Context of the organization 4akiall b - 4 aid

Clause 4.2 — Understanding the needs and expectations of interested parties
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Clause 4 — Context of the organization dalaial) dl:W-' -4 id!

Clause 4.2 — Understanding the needs and expectations of interested parties
i) ol wladgig oldlaie b

w2l polatl Bagadl Bylaf allas e 1355 O (San ol 355 (GI1 B1LY1 Lyuzs
Sloaselly cslmiid | pdgs (he Byl e 5355 0l Bazd] B ¢Sy <auS § plactl o
sMeadl oldhaie o5 (&I
Sleaselly wilmiid| adgs e 5,08l (e 1355 of Aaid | Db (Say wiaS G laill o
Apegdaiills agoslall wldhaildl o5 &I
L s (0 Byl Sladgills ol Lasd| iy gl @

i d] Gyl Joo cloglall Anslpag dcbl po o

59

research



Risk based-thinking sl Ao Aual) il

Has always been implicit in previous oo ALl ladall 8 Liass Lesls o5

editions of the standard through L * R
requirements for planning, review Bl sldate Pl e Aalsld

and improvement. ity Aax Ll
The standard requires for the Ldlis o Aalaill (o dapolgll Cllas ™
organization to understand it's Ladnsenl] ol bl ! uss

context and determine the risks as a

basis for planning. | Slia day o by ®
., ..JJ..) s\ - ‘J""—l - ¥t .‘9

Consequently there is no longer a Aslisll ol |2

separate clause for preventive

actions. Slolall 8yls) el Lyt T amgy Y
.aii;}A‘)lztiun &)LﬁlngL°$3‘9izkbaag)j\

There is no requirement for formal

ppppp

risk management methodsora  zy «: 0 g
. E=! sTRA - ﬁ‘i
documented risk management * RISK -
REVIEW, - \\ N
rocess. Lf/;: :;;“:iu. Assgmu;\
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Risk based-thinking shiall Ao Awal) <dil)

Initiate
Quality Risk Management Process

Risk Assessment

Risk Identification

!

Risk Analysis s

o+ - D]

Risk Evaluation

unacceptable

Risk Control

b
Risk Reduction
- - > Jr

Risk Acceptance

A

Risk Communication

§]00] Juawabeuey ysiy

)

Qutput / Result of the A
Quality Risk Management Process ) 5‘?' —
ANALYSIS =0
ﬁ = = 5W Q
Risk Review @ T

|
h - AN SK/—pkocEss
R Review Events = ‘\
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Risk based-thinking shlaal) Ao Al psidl

Responsibilities

Quality risk management activities can be

undertaken by interdisciplinary teams.

Teams should include experts from the
appropriate areas such as:

« quality unit,

* business development,

* engineering,

* regulatory affairs,

« production operations,

« sales and marketing,

* legal, statistics,

individuals who are

knowledgeable about the quality risk
management process.

W duoll

Moo 6,15] bl poiv Ul HSou
W lauazuill 820 (9,9 659l

00 sz (81,81 Jouins Ol (aivg

t o @ liodl (ol Lol

céi)j};tjl éhL=VSD J

JoeVl yoki -

cSawdigdl LiSoJl e

«Qaoubuiil UggnJl ¢

2yl oldos -

(M9midlg Oloamodl -

Wlsbax>Ylg auigilall Ugdwindl

ddosy Wl)d> e pd Ml S8V -
6591 ,blxo 6,1
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Risk based-thinking bl Jde Al sdsl)

Risk Assessment

Risk assessment consists of:

the identification of hazards and

the analysis and evaluation of

risks associated with exposure to those
hazards. Quality risk assessments
begin with a well-defined problem
description or risk question.

As an aid to clearly defining the risk for
risk assessment purposes, three

fundamental questions are often helpful:

- What might go wrong?

- What is the likelihood
(probability) it will go wrong?

- What are the consequences
(severity)?

2o Lol puassis

U0 »blxoll puass mJLu
2o bxodl LA

Aboui ol L Lwll punsiis b,
o b lxoll il yo U
ogs oLl punii OUldoc
Jigaudl gl alsiunol] uolgg du>
 sbadige

Swolg s 59 Aclws Jolos =
b xol| pussi u‘ol_!:':il »oLeol)
b Wit auwlwl aluwl &G\
c 100 U9SS

s Ui Ul Sy SAl b -

Ul Ul (Ui V) Jboi>| 98 bo -

YR CTRT-TWW
C(6aw) wIlg2)l 5\BD bo -
63

research

63



Risk Concepts

MANAGE RISK

Risk management also includes control and monitoring of risks,

as well as communicating these risks
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SWOT adge.a0 Jud=s
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Risk based-thinking shiall Ao Awal) <dil)

* Risk assessment methods — SWOT Analysis

Strength (S)
A distinctive competence?
Well-thought-of by stakeholders?
An acknowledged academic leader?
Well conceived operational strategies?
LLocation advantages?
Insulated from competitive pressures?
Propriectary technology?
Adequate financial resources?
Access to economies of scale?
Cost advantages?
Product innovation abilities?
Proven Management?
Other?

Weakness (W)
No clear strategic direction
Obsolete facilities?
Weak image?
Falling behind in R&D?
Too narrow ranges of courses offered?
Lack of managerial depth and talent?
Missing any essential skills or competencies?
Poor track record?
Plagued with internal operating problems?
Vulnerable to competitive pressures?
Competitive disadvantages?
Below-average marketing skills?
Unable to finance needed changes in strategy?
Other?

Opportunities (O)
Serve additional customer groups?
Enter new market or segments?
Expand courses to meet broader range of
customer needs?
Diversify into related courses or services?
Add complementary courses or services?
WVertical integration?
Ability to move to better strategic group?
Complacency among other institutions?
Faster market growth
Other?

Threats (T)
Likely entry of new competitors?
Growing of substitute courses?
Slower student growth?
Adverse government polices?
Growing competitive pressures?
Vulnerability to recession and business cycle?
Growing bargaining power of customers or
suppliers?
Changing stakcecholder needs and tastes?
Adverse demographic changes?
Other?
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Risk based-thinking shiall Ao Awal) <dil)

= Risk assessment methods kil auli 5,0 — PEST Analysis

POLITICAL

e tax policy

e employment laws
e environmental
regulations

e trade restrictions
and tariffs

e political stability

ECONOMIC

e economic growth
e interest rates

e exchange rates
e inflation rate

SOCIAL

e health
consciousness

e population growth
rate

e age distribution

e career attitudes

e emphasis on safety

TECHNOLOGICAL

e R&D activity

e automation

e technology
incentives

e rate of technological
change
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= Risk assessment methods - PESTEL

Risk based-thinking shiall Ao Awal) <dil)

PESTLE Analysis for a telecommunication company

Puolitical

Economic

Sociological

Techmological

The Communications Act 2003

Internet Regulation

Concerns Ohver Radiation From

Mobile Telephones
OFCOMMMFTEL Industry
Fegulations

The current Economy Of UK
Rising Competition

[nclination towards Internet
Information.
[necreasing Meed For
Communications
Internet At Home
Changing Population
Cremographics

Wireless And Mohile
Communications
Convergence (IP/MPLS)
Mex Gen Metworks
Residential Voip
Eeal-Time And Cn-
Demand Communications

Legal

Environmental

licensing framework

Mohile phone and driving

Cireen Planet project

WEEE regulations
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Risk based-thinking sl Ao Aual) il

Example of document that could be :Lpolaswivw] Sy W\l @swigll Jlio
used:
The risk register or risk log, although pAE pl ozl 9i >b ol Jeaw
there is no requirement in the standard o)l i) Sgiswo B\ b v do>9
for this. There is no standard list of WlgSoll o o»s.n Aoild JUD Y
components that should be included in 2w 09 p=)5] iy S
the risk register. Some of the most 2SVI LlgSoll Lo Lasy b lxoll
widely used components are: r o Lolasciwl
« Dates Ejg)lijl .
 Description of the Risk ol oy -
« Risk Type (business, project, stage (€ 9 )xik0 9| b Joc) Jblxoll €95
Likelihood of Occurrence (al>,0Jl
Severity of Effect sbsdl Gga> Jlois|
Countermeasures o il b
Owner yosdl bao wlsl)>l -
Status Joiawodl -
adldl -
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PROBABILITY

Risk Assessment - Quantitative

SEVERITY

Probability

Severity of Harm

Probability of Occurrence

S-5 Catastrophic

0-5 Frequent

S-4 Critical 0-4 Probable
S-3 Serious 0-3 Occasional
S-2 Minor 0-2 Remote

S-1 Negligible

0-1 Improbable

. High

I Medum

B
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Clause 4 — Context of the organization 4akiall b - 4 aid

Clause 4.4 — Quality management system and its processes
Cillant) g 53 gad) B 1) allad

4.4.2 To the extent necessary,
the organization shall:

a) maintain documented
Information to support the
operation of its processes;

b) retain documented
Information to have
confidence that the processes
are being carried out as
planned.

S ol A=l (Il 4.4.2
rdnloinll e weu

Wlogleo (sle blaxdl (I
Juaini pec)) aiigo

WlogleolU blaixV (v

vl au clbc) asigoll

oS Wi S lpildoc
L) blaso 98
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Clause 4 — Context of the organization dlaid!| §lew - 4 uid!

4.4 2 e ¢3S s O cm gl Lo cildlate (b Lasdg

Oldaadl Sl oo / M0 ©
Sllead! Jelasy Judud ©

el oY) lualy codluls ulas
ol 55lgdl ©
Slleall e cdogaud ! ol 831
e15¥1 oled! Lol oseiwd Golatile ©
Sleleadl fpo Gl y058

oLl cileleal] s lesal Lole Bolandl 3 iy &1 35Uoll oS 5ya5 of el
Aaalio Lal5 Adsylay
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Clause 5 — Leadership Baldl) - 5 adyll

ale 5.1.1 -

ALY 3aLGY 5.1
£ Saall e 38 515.1.2

sayl‘i\.ml,.w;m! 5.2.1
zéjq.ﬂaw‘,.w o g 5.2.2

Ol Mally OLd gowully 519a%1 5.3
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Clause 5 — Leadership

5.1 Leadership and commitment
5.1.1 General

Top management shall demonstrate leadership and commitment
with respect to the quality management system by:

a) taking accountability for the effectiveness of the quality
management system;

b) ensuring that the quality policy and quality objectives are
established for the quality management system and are
compatible with the context and strategic direction of the
organization;

c) ensuring the integration of the quality management system
requirements into the organization’s business processes;

d) promoting the use of the process approach and risk-based
thinking;

e) ensuring that the resources needed for the quality
management system are available;

f) communicating the importance of effective quality management
and of conforming to the quality management system
requirements;

g) ensuring that the quality management system achieves its
intended results;

h) engaging, directing and supporting persons to contribute to the
effectiveness of the quality management system;

I) promoting improvement;

J) supporting other relevant management roles to demonstrate
their leadership as it applies to their areas of responsibility.

saldl) - 5 Al

:pl3Vlg 85Lal 1
:aole 5.1.1

plidVlg dsLall Lil WUl 8,15V e ww

M o 6592l 6,15] plbiy (8leiy Lowd

63921 6,15 plbs adles e adgimoll (1

059=d| Awlwg VIADI Ul o ASWIL (o

Oluuwd| g0 asdlgin 6591 6,15] pUsi)

cantoiod) il w1 ax>gillg

d59=d1 8,151 plby Wldlin gled] Ulews (2

Aobuiol) a,lull Uldo)l 5\

S2illg audo)l gpio plisuiw!] gaxxwin (>

b Leoll e piladl

3,15 plbid an; I >,leell Ul o ASUWI (o

.6,99i0 6591

aleal] 8591 6,15 aodl Jlaul (9

(63921 6,1>] plbs Wldloio) asylbollg

d59=d1 8,15 plby (9o Ul o ASWI (G

09> 0J| guliJl

wo bVl peg au>gig as,linall (2

0392l 6,15 plby adled ped 5\ andluwol)
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Oliy alall Uld SVl WLV peps(S
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Clause 5 — Leadership

5.1 Leadership and commitment

5.1.2 Customer focus

Top management shall demonstrate
leadership and commitment with respect
to customer focus by ensuring that:

a) customer and applicable statutory and
regulatory requirements are determined,
understood and consistently met;

b) the risks and opportunities that can
affect conformity of products and services
and the ability to enhance customer
satisfaction are determined and
addressed,;

c) the focus on enhancing customer
satisfaction is maintained.

paldl) - 5 adyll

pl3Vlg 85LaJl 5.1

: Juoll e 345,31 5.1.2

85Ul wuwii Ul Wdl 6,15V sde w

sMos)l (e jusS iU (slis Louad pldVlg
rs\W bo Ulowo JM> (0

onleidly £ Mol wldbio ppdg Jaxi (I
ey pldVlg aoasdl /euiolU adlsioll

ol il

Ol GSou ol Yo ,llg sbolal] 3azi (©
oAzl wixiioll aiulbo e ,idi
Lpixd og cMosll Lo, jwisi sde 6,allg

Lo, i wde juS il g blasdl pu (2
Mozl
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Clause 5 — Leadership Baldl) - 5 adyll

Evidence of such commitment can be

found when looking at: oSou el s Jie e Sl
r 9 Camdl e sl
= The role they played in planning and
Implementing the processes - h,hss @9 o,|>\JI ali Sl jouJl e
business planning, quality planning, ‘LJLM:XJI huass - ollosg)l i,e

management review, internal
- ot 8,15V de>l,0 3593l badass
communication, organization structure )t 10 3592l o S

= Documents for the processes - process JSapdly cosd=ladl JlaiVlg
map, process flow diagram, a ool

documented procedure, business plan, uloell abny s - wldosll (35Ug
statement of policies and objectives lelh=>] cowldogdl (3935 blaxo
Communicate- meetings, documented g (Jo=dl aas> ( g.5qil
policies, memos, directives, email k_'9|_@‘y|9 ] ] Y |

Involvement in risk assessments prior Slwlow wlelois] < 'Jﬁ's—"'-” .
to and ongoing. ULB-‘->’9—'-”9 ul)s.).o..llg CLQJQ.O
99,8Vl 25 ]lg

pardi Oldoc (88 IVl o
ol roiowly asig Jud Hbloll
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Clause 5 — Leadership Baldl) - 5 adyll

5.2 Policy w buuadd| 5.2
5.2.1 Developing the quality policy 8595d| uwliuw ok 5.2.1
Top management shall establish, implement and ' " "

maintain a quality policy that: iwasig lan] Well 8,5V (sde o

a) is appropriate to the purpose and context of the _ . . o)
organization and supports its strategic direction; ooy oS 8392l dwlow (ole blaxllg

b) provides a framework for setting quality objectives; Aodaiodl Blows Lo,2) awlio UgSinul(l

c) includes a commitment to satisfy applicable -@?@e{'ﬂ-w\” o=Vl pcaig
requirements; 0592l Bladl o= )b 4995 (U
d) includes a commitment to continual improvement of ‘oldhio audid Lol Joois (2
the quality management system. ol yoiwodl Guw=idb oyl Jooiss (>

B3g=ll 3,l5]

5.2.2 Communicating the quality policy
The quality policy shall:

a) be available and be maintained as documented 6592l Al puiini 5.2.2

information: POl sy bg=l alwlw
b) be communicated, understood and applied within ~ ©legleall o £3=S dglgog d>lio WSS (l
the organization; Aagigoll
c) be available to relevant interested parties, as J=>1s Laudnig lpopdg « LJlw)l oo (0

appropriate. ‘doluoll
@lall old dusoll BlLbLW aslio UeSs (2
> = zgu>
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Clause 5 — Leadership

5.3 Organizational roles, responsibilities and
authorities

Top management shall ensure that the responsibilities
and authorities for relevant roles are assigned,
communicated and understood within the organization.

Top management shall assign the responsibility and
authority for:

a) ensuring that the quality management system
conforms to the requirements of this International
Standard;

b) ensuring that the processes are delivering their
intended outputs;

c) reporting on the performance of the quality
management system and on opportunities for
improvement (see 10.1), in particular to top
management;

d) ensuring the promotion of customer focus throughout
the organization;

e) ensuring that the integrity of the quality management
system is maintained when changes to the quality
management system are planned and implemented.

paldl) - 5 adyll

lodumnllg 5195V pukii 5.3
wl>Mallg

0l poai ol LWl 8,15Y1 (sle
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89lgi d5g=ll 8,I5| pls Ul o ASLI (]
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Clause 6 — Planning habaidl) - 6 Ayl

6.1 Actions to address risks and
opportunities

Sl VI go Joledl wisl>] 6.1
o dls

6.1.1 When planning for the quality

management system, the organization shall 35| plad ozl e 6.1.1

consider the issues referred to in 4.1 and the V| aslhioll (sde L (B3gdl
requirements referred to in 4.2 and determine [, J] ;Lawodl wldaiodl LicVI (o8
the risks and opportunities that need to be 9 Lol Lol by uidlg 4.1 L}\g

addressed to: J| Jl o)l Lasgia 4.2
a) give assurance that the quality wwill popsl 9“’1:.][::"[20 J| ihx

management system can achieve its intended

result(s);
b) enhance desirable effects; °>9z” &ls] ol UL’ J-*Sb =UO£| (|
Cc) prevent, or reduce, undesired effects; 859080l dziidl g8 ol US.oJ

d) achieve improvement.
(o€ poll bl 5e (u
w90l e 6Vl (Julss of &»L:S
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Clause 6 — Planning

6.1.2 The organization shall plan:
a) actions to address these risks
and opportunities;

b) how to:

1) integrate and implement the
actions into its quality management
system processes (see 4.4);

2) evaluate the effectiveness of
these actions.

Actions taken to address risks and
opportunities shall be proportionate
to the potential impact on the

conformity of products and services.

bl - 6 i

dobunoll e = 6.1.2
:J ab> o9

oip) Sl wlsl,>l (I
HO-3CT ' PV=1=7-5]

L WA (W

9 wlel )=Vl siig gwos (1
yail) ds9=dl 3,l5] ol wldec
‘(4.4

lel oVl 0ds adled puusi (2

dazinll wleh,aVl wSs Ul L
uorilly ybololl axleol
Joszeoll 151 8o awlino
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Clause 6 — Planning habaidl) - 6 Ayl

6.2 Quality objectives and planning to achlevw b.a.b:a.”g o.\g:dl ,_9|_\_a| 6.2

them
6.2.1 The organization shall establish quality Slasl W= debaioll (sle iy 6.2.1
objectives at relevant functions, levels and Oldogly Whgiwollg ilbgll (88 359l
g;c;;::;ses needed for the quality management 0_392“ 0)|>| /o||o | qp)\l_” alLall u|>
The quality objectives shall: 0592'” dlml
a) be consistent with the quality policy; 592l dwlow &° Qg auso UGS UI (l
b) be measurable; owlbial) aluld wuesSs ol (o
3) ll:;ake |Into ai:(;ount ?ppllf:tabl? reqéjlretmengs; gaL_,_)l JI o lddasoll 6LC|)‘°= (C
) e relevant to conformity of products an Olxiol) daalhoe o ©ls OS5 ol (5
services and to enhancement of customer _ L _
satisfaction; Mol Lo, HI9 ULO-’-?”S
e) be monitored; a8l 0 wgSs Ul (o
f) be communicated; | Siad Ol (g
g) be updated as appropriate. slaBVl me oy ()_
The organization shall maintain documented
information on the quality objectives. UL aigo Wlogleos anbuioll iz
639 Wladi
83
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Clause 6 — Planning haaddl) - 6 iyl

o ratly solit! dadad G|yl 6.1

a2 Gl o daseitig 53 goet| L8I4A] 6.2

PLAN
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Clause 6 — Planning habaidl) - 6 Ayl

Clarify criteria for setting quality objectives.

« Set quality objectives in all relevant areas.

« Communicate your quality objectives.

« Document your gquality objectives.

« Monitor your quality objectives.

* Update your quality objectives.
059l Wlasl 3axi Huleo Zuog)

alall ol OVl o> (89 d59=l Vlaal gog

b dolzl oxg=ll Gl Jolgi
b dolzl 59l Vlasl (s.g ¢

2l aolzl 8393l Blaal &l o
b sl s3gzdl Glasl Coaxs s
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Clause 6 — Planning

6.2.2 When planning how to achieve
its quality objectives, the organization
shall determine:

a) what will be done;

b) what resources will be required,;

c) who will be responsible;

d) when it will be completed,;

e) how the results will be evaluated.

« Establish plans to achieve quality
objectives.

Plan how you're going to evaluate
your results.

bl - 6 i

Bl s~ S dazdl aie 6.2.2

sy Lo iz dabaioll (ale Ll (839

U pls)l piw o (|

Agllao 0sS5 (sl 2218001 (5 Lo (o

bl paasi puiw @S (o

g.'9|mi,9.x.o_zd"__" X ‘EQ |g! blos> og °
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Clause 6 — Planning bubadil) - 6 Ayl
6392l dolell WIADVI
.awwaill 83lcly WWI WYa%o cuusoll GYaso O Lolasul - zuioll
Qgio G - Sazeoll Lde)l (0O puliwidl (NS Gzl

oo Azl of sladll M5 o dulosl] sli] Gewsi e logos BladYI ;S5 1oldosll
plaseiwVly Jrgsall blin (ol yxolly GMsaell dulac- dloc Sl 8 18Lly welaill
.b)lg.o.U ‘J-I.OMI

o\ puliuid] % Mol Lo, @i 9 sl . Solsidl # 0\ Lolasul - ¢ Mosl
sazeoll Wdgll

500 JS 80 Solsidl # >azoll dgll o\ puluwid] %- Ugs, g0l
owlwi e BladYI gog LSou - (Ul ‘@losdl fwlasoll £ 851,ll Jowing) - 5,lg0Jl

belaS 2Vl WVae .Jol e wakidly cuibooll bclas s@iluall 6,4l (8ol
3J| caodwl ¢ 2LVl

02,9 2ulu tads Il as>loll 25l .eMosl Lo, J=d 395, - 6393l 6,15] plas
| IOV
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Clause 6 — Planning habaidl) - 6 Ayl

Generic Quality Objectives:

Product - reduction in defect rates, PPM’s (defective parts per million), scrap rates,
rework; improvement in on time delivery — included a percentage.

Process - objectives generally focus on improving process productivity through the
elimination or reduction of variation and waste in process - inputs, outputs, conversion
activity and related use of resources.

Customers - reduction in # of complaints; improvement in customer satisfaction rating; %
on time delivery

Suppliers - % on time delivery; # of complaints with supplier.
Resources - (includes facility; equipment; labour; etc.) - objectives could be established
based on availability; capability; maintenance; personnel competency, absenteeism;

production rates; efficiency; safety; etc.

For the QMS - customer satisfaction feedback; internal audit results; # of and results of
improvement opportunities; etc.
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Clause 6 — Planning habaidl) - 6 Ayl

6.3 Planning of changes Ol i) bab=ill 6.3
When the organization determines the  a>l=d| ankbusl] 8 bodic
need for changes to the quality oI5 plby hs\g Olaasi <=V
managemen.t system, the changes Ol 5| ‘55974”
shall be carried out in a planned

manner (see 4.4). dalaso Q.su)b.; P UI ==
The organization shall consider: (4.4 )b-‘l)
a) the purpose of the changes and HlueVl 9 SV e
their potential consequences;

b) the integrity of the quality

management system; UIMII u-°”u9)-‘|?J| (I
c) the availability of resources; i _ LpS 99
d) the allocation or reallocation of 1059l 6,15] plbi aoMuw (v

responsibilities and authorities. ‘-‘u|9-DJ| )5|93 (e

2159 dsle| ol yowasd (9
wiblulle wldgguuoll
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Clause 7 — Support poll - 7 43

([ 71

[ ,8%17.12

[acecsiacn713
[ Oildeall Ladodian7.14

350981 7.71

| I ple 7151 : EYIN( g-ﬂ‘g.éj'-"“ 2y 7.1 S
L &ﬂazu‘,néanigggué7t1£izl

[ A3l 521 7.1.6

£ LMY Juolg17.4
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7.1 Resources >,lsnll 7.1
7.1.1 General ple 7.1.1

The organization shall determine and . e
provide the resources needed for the Mz dobioll pgsi Ul

establishment, implementation, sl Ao W >,l90)] ,u99i9
maintenance and continual improvement of kil 19 Uluog Aaliig
the quality management system. 3 | 3,151 ol rou |

The organization shall consider:

a) the capabilities of, and constraints on JL“‘:X” ¢\9 SERY =

existing internal resources; >,lgoll (sle squslly w08l (l
b) what needs to be obtained from external ‘aos el ads|ol
providers. oo e Joax)l (ol glix) Lo (©

>, wlp>
Determine the resources that your QMS . )
needs. o,5] plby Lp>licw o\l > )le0d] Mz

Provide the resources that your QMS ) . b yol=i 5-\9_?J!
needs. 6y15] pliJ lp>lizy il 5,190]1 );-:31
059>
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7.1.2 People oWl (& mind] 5,190J1) 7.1.2

The prganlzatlon shall determine and =iy Goldas 098] Ol
provide the persons necessary for the

effective implementation of its quality -0 a9 0] UOL'Z_‘;’\” >49939
management system and for the 35| plad Jleodl jaiddl >
operation and control of its processes. e 5)Ja+,_.,d|9 L ‘5_59_3,_”
Oldosll
» Provide the people that your QMS needs . -
to be effective. lp>rLisw ‘S"JI U yiaad| 5,190J1 S o
* Provide the people that you need in ) —"Jl"'g U?S'-‘-J___”S'?‘” o,l>] Pu"“
el Nl auyuidl >)lenll ju9gi e
order to operate processes. ) TPV I
- Provide the people that you need in wldasl] 6,1>) dedainll Lol

order to control your processes. buo) ay il -")|9-°J_! Mo9) e
wlloxl|
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7.1.3 Infrastructure

The organization shall determine, provide
and maintain the infrastructure necessary for
the operation of its processes and to achieve
conformity of products and services.

NOTE Infrastructure can include:
a) buildings and associated utilities;
b) equipment, including hardware and
software;

C) transportation resources;

d) information and communication
technology.

asall - 7 ad)

il awildl 7.1.3
A Aol (sde
duizd| awdl CUL.og ;499i9

by Lpslloc e dosMll
wloasly wliol) aalholl

gy &dasi ol (891)0dly (silial (I
850>V U3 (89 Lou «wlasoll (o
Olazxo g

tJadl >)lgo (2

Wlogleoll Li=>¢)giss (>
.oVlaiVlg
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7.1.4 Environment for the operation of
processes

The organization shall determine, provide and
maintain the environment necessary for the
operation of its processes and to achieve
conformity of products and services.

NOTE A suitable environment can be a
combination of human and physical factors,
such as:

a) social (e.g. non-discriminatory, calm, non-
confrontational );

b) psychological (e.g. stress-reducing, burnout
prevention, emotionally protective);

c) physical (e.g. temperature, heat, humidity,
light, airflow, hygiene, noise).

These factors can differ substantially depending
on the products and services provided.

asall - 7 ad)

O ldod] dusidd ainld] 7.1.4

99i9 (M Anbuoll e Lo
Juaawiuid a0 Wi alaldl e blaxllg
Wloaxddlg

OSoy U lio A d9>9 » aba>Mo
il Jolgdl o L jo Uesy LI
:Jio (udlallg

ol pac Jio) weloix VI (I
{(2p>l90ll pacg =92pJlg

Wbl Jaw sde) asid] (v
oo WLgllg L=Vl o A=l
‘((Lable aloxdly Hd,VI

B9 s9.allg dusbJlg 8,1,
(sLog.allg asUailg (slgpll

Loy Ul Jolosll odg) (Swoug
wilxiioll e I?Laa:cl S JSuao
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7.1.5 Monitoring and measuring resources
7.1.5.1 General

The organization shall determine and provide the
resources needed to ensure valid and reliable
results when monitoring or measuring is used to
verify the conformity of products and services to
requirements.

The organization shall ensure that the resources
provided:

a) are suitable for the specific type of monitoring
and measurement activities being undertaken;
b) are maintained to ensure their continuing
fitness for their purpose.

The organization shall retain appropriate
documented information as evidence of fitness for
purpose of the monitoring and measurement
resources.

asall - 7 ad)

vl 55lgog @8l,0dl 7.1.5

daole 7.1.5.1

29959 WA= dolriodl (sde Ly

vl (i Ulowa) an Ml >,l90J1
ol audl o)l Jic Ad9gig0g Axaxo

wldbuio) Ulodx)le wixiioll

s,lgall Ol Ulows dobriodl (sle
c LVEETN]

&8l ,0ll alais] g6 dwlin o (|
.ovlilly

Liles Oloa) lpsileo pi (@
uosll g alolgioll

OSLOSJ Aol wlogleol) u.wl.uo.”
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7.1.5.2 Measurement traceability

When measurement traceability is a requirement, or is
considered by the organization to be an essential part
of providing confidence in the validity of measurement
results, measuring equipment shall be:

a) calibrated or verified, or both, at specified intervals,
or prior to use, against measurement standards
traceable to international or national measurement
standards; when no such standards exist, the basis
used for calibration or verification shall be retained as
documented information;

b) identified in order to determine their status;

c) safeguarded from adjustments, damage or
deterioration that would invalidate the calibration
status and subsequent measurement results.

The organization shall determine if the validity of
previous measurement results has been adversely
affected when measuring equipment is found to be
unfit for its intended purpose, and shall take
appropriate action as necessatry.

asall - 7 ad)

vl guiv 7.1.5.2

ey ol Lol bl gaib Ugsy bodic
2991 Luwlwl Iej> aolaioll Ju9 oo

6,9>.I v (Yl ulu axo 9 aall
WSS Ul o ywliddi

Loguds ol Lpao gl oSovgl 6 lee (I
9 ol 8>ax0 Ao ) Ol i9 5\

ke bloicl gwbsdl 9 Lpolasuiwl

U0 Sl >9>9 dicg Ao gl 9> uleo
U0 iy blaixVl piu wileoll 00D
aigo UlogleoS Aoizuiuwoll juleoll
Pe09 WA S| o DA pi (v
s oo lgiload ool UlSo (9 bk (2
oo S| el gl alill gl & ,uleoll
NWLg Liules Al Jbw vl il
as=>\WI vl Jbw

OLs 5] b Wiz asbuoll e v
Wl A9 asyLull uwvldl 2l axo
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7.1.6 Organizational knowledge

The organization shall determine the knowledge aobuoll J=>1> "-9)8-9.” 7.1.6
necessary for the operation of its processes and to Ao I a9 ,20J] LAxi Anlbinll e L
achieve conformity of products and services. This Qv o)l | gui iLloc :

knowledge shall be maintained and be made available to e blasdl wsy wlboasdle o loeiiol)

the extent necessary. When addressing changing needs _ : N :

and trends, the organization shall consider its current .\.u: ._p,lUI 238l Lpi>-Uls q'g)a“..” e
O uinl| UBIxIVlg L lux>| axllwo

knowledge and determine how to acquire or access any - e e
necessary additional knowledge and required updates. a9 =0l 3>U Ul dolrioll ey

QLS| aaS a9 eVl Gass a |
NOTE 1 Organizational knowledge is knowledge specific a0 ;M| a9lo Yl a9 ,20ll J| Jgogll gl

to the organization; it is gained by experience. It is elboll wluaxillg
information that is used and shared to achieve the ' "
organization’s objectives. o " aontaiil] 49 | 1 aaso

NOTE 2 Organizational knowledge can be based on:
a) internal sources (e.g. intellectual property; knowledge 9

»b e Llis] pig .aokuol) 6>ax0

gained from experience; lessons learned from failures P S\l Ologleoll o9 -l
and successful projects; capturing and sharing Sladi O] LS ) Luaog Lpolaswiowl
undocumented knowledge and experience; the results of Aolouioll
improvements in processes, products and services); ui OSow Aaoubuiill a9, ,20J1 2 abb> Mo
b) external sources (e.g. standards; academia; e posi
conferences,_gatherlng knowledge from customers or cay,Sall auSloll Jio) auds1> ,5law (i

external providers). ower Ml fd,usdl oo ¢ ) | as |
LAl UankiSol »0]
tase>W1 guylinodly Juinsdl o 65 Lol
e Uhudls O,leoll Jslig blail
Oldo)l (N Wlixidl guliug «Aai sl
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« Determine the knowledge that your || 9 |; || VAL =) ®
organization needs to have. )

« Acquire the knowledge that your -_Lw.t_wg.o LPLW
organization needs to have. | L~ J| ae I OluusS] e

« Make organizational knowledge
available to the extent necessary. q_ul.uJé.OJl

 Monitor relevant trends and A T T
changes in knowledge and 4>l duoudaiill q-9)-‘2"‘)“ LJ” °
information. .,o)'\l.” ).LQ.JLJ
 Maintain the organizational 15 Olusidla el V] '
knowledge that has been acquired. ol o )-*-Q‘J 9 vVl o, °
ul.og.lszoﬂg a9 ).Q.m| S\9 al.all

duoutiidl a9,20ll sle blo=ll *

Lode Jgazl o5 sl

99

research



Clause 7 — Support asdl) - 7 aid)

7.2 Competence

The organization shall: o)Al /o) la=dl/aulastl 7.2

a) determine the necessary competence of s bo dodaiodl (sde iz
person(s) doing work under its control that [ vazil) ao; Ml alaSIl auaxs (i
affects the performance and effectiveness of . < P . -l-' - 5
the quality rF:}anagement system; ' 2 I;IJLole;l: :jfgw :ifiﬂl UDI EJ):

b) ensure that these persons are competenton LA HBES ‘)619;2”

the basis of appropriate education, training, s L s
or experience; wo eVl £Vad Ul o aSUI (o

c) where applicable, take actions to acquire the pdeill u;ul-w| e uldgo

necessary competence, and evaluate the &l gl cu)aidly Cowliall
effectiveness of the actions taken; lel =V 3l = as =] e (g
d) retain appropriate documented information Ao ;W aulasIl LLuuSY an ;I
as evidence of competence. 3 3zxiodl Wlsl,> VI adled pusdig

A lodl Wlogleoll blai=VI (5
yleSl de JJas lpsigig
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7.3 Awareness qA.Cg.a.” 7.3

The orgam;atlon shall ensure that Ol el Lc :
persons doing work under the

organization’s control are aware of: LBJJJ u-*-LOl-Q” Ul UL JSL*-’

a) the quality policy; o &9_” /Q-B-.!-’J
b) relevant quality objectives; . "l , (|
c) their contribution to the effectiveness '059'-2J q““’ E

of the quality management system, old 6)9._1” O as (g_)
Including the benefits of improved ‘alLall
performance;

d) the implications of not conforming aJled g\.") P—MLMW (C

with the quality management system u\9 LN
rGQUIrementS. ;|)XJ| L)_;_M _LJ|99 Sl )

e aall 6Vl (5
o asulaoll pac
6,15] Uy lilbico

PO (
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7.4 Communication Jlaill 7.4

The organization shall determine the internal VlaiVl =i dohhiodl (sle i,
and external communications relevant to thed,|>] plau alall wld a=;)lsdly ad=1all

quality management system, including: S (09 Lou (359l
a) on what it will communicate; .ol guolge(l
b) when to communicate; Jolgd! suclgo(u
c) with whom to communicate; .Jolg:l 8L3 (2
d) how to communicate; Joledl &8 (5

e) who communicates.

Jolstl e Jgtumall o (o

« Support your QMS by managing QMS communications.
« Figure out how internal communications will be handled.
» Figure out how external communications will be handled.
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7.5 Documented information

7.5.1 General augoll Ulogleoll 7.5
ple 7.5.1

The organization’s quality management system
shall include: . . " R

. . . _ d59=Jl 3,I5] ol ouaiu Ul L=
a) documented information required by this 9}'] )= R i __U Y
International Standard; _ ) ' L‘°‘J°“°‘U_ :
b) documented information determined by the  14® w>g00 dugllaoll Wlogleoll  g5e5 (l

organization as being necessary for the gl as.olgoll

effectiveness of the quality management SYStenE . hhiodl saxi « ol Wloadsoll Bt (u
B3g=l 8)15] ol allesl @9, Lol

NOTE The extent of documented information for
a quality management system can differ from

one orggnization to .ano.ther dug to: ol asigoll ul_os_lg_oﬂ S ada>VMo
—'Fh.e. size of organization and its type of odas e e u| < 059_2” o)|>|
activities, processes, products and - | W | |
services; ) . olewM )5l ]
— the complexity of processes and their ada iVl o lpcgig duuwioll px> -
interactions; (Oloazxdly wixiiolly wWldoesllg
— the competence of persons. lesMelaig wldos)l Jbsi -

oVl delasS -
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 Figure out how extensive documented OMS information should be.

« Consider your activities when you establish documents and records.

» Consider your personnel when you establish documents and records.
« Consider your processes when you establish documents and records.
« Consider your products when you establish documents and records.

« Consider your services when you establish documents and records.

« Consider your size when you establish documents and records.

» Select all the documents and records that your QMS needs.

» Select all the internal documents and records that your QMS needs.

« Select all the external documents and records that your QMS needs.

104
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7.5.2 Creating and updating Caw a9 cluinil 7.5.2
When creating and updating documented a&sg0ll oLog.lst"I &y e Lol sue
Information, the organization shall ensure s Ol edbioll NP o
appropriate: ol Ulgaell Jio) oglly 3=l (

a) identification and description (e.g. a

(2r0ll 03, 5 Sl ol B,
title, date, author, or reference number); GGzl 2 gl 9 el

b) fo_rmat (e.g..language, sqftware Jaoly caell Jio) edeeidl JSi (o
vlers;on,_gr.aphms) and media (e.g. paper, MeVl J5lwg (WlogawyJly 2wl I
electronic); o (iUl ol Jio)
c) review and approval for suitability and
adequacy. dosMoll (slc asdslgolly o>l 0ll (2
yleSllg
105
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:aaigoll wlogleoll o 7.5.3

7.5.3 Control of documented information
7.5.3.1 Documented information required by the quality

management system and by this International Standard bl il aasgell wlogleoll 7.5.3.1
shall be controlled to ensure: aJdgJl anolgoll 1adg 659l 6,1>5] plby
a) it is available and suitable for use, where and when it 1\ b vlewa) Lhuo wow
is needed; : : L . : 2 A (1

’ ulSJi laswiow W auwliog 6 I
b) it is adequately protected (e.g. from loss of S P w| q:b:;r 39(9

confidentiality, improper use, or loss of integrity).

wde) L) Aol aloxdl ju99i pay (O
7.5.3.2 For the control of documented information, the »E plizuawl (gl vlaas ‘Ju-?-” Jaraw

organization shall address the following activities, as (a1 dl vlass gl (padand]
applicable: :

a) distribution, access, retrieval and use; wlogles e 6 bl J>1 o 7.5.3.2
b) s_tqrage and preservation, including preservation of adoiusi VI Joe aolbinll e wow (Aiigo
I(;e)gclglr?;?/(;l of changes (e.g. version control); i bb“” .)....c ‘quL.JI
d) retention and disposition. Ll Jooglly $iUsll g1y90 At (l
Documented information of external origin determined by _ flgolaziwly lpcl>yiuwly
the organization to be necessary for the planning and <UD o\ bov (Lpade blaxdlg ui=ll (O
operation of the quality management system shall be p>9.09 e blaxdl
identified as appropriate, and be controlled. Documented S\ pSid| Jio) wiusidl adlwo (2

information retained as evidence of conformity shall be ‘(HlaoVl

protected from unintended alterations. Lpio el Ly blassVl (>

S\l o, Liniod] WIS adigo wlogleo
budnsi) @90 UsSH Anbioll WD ao0
Loy ,=i wasw 65901 65151 pUby Jasuiaig research
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» Select the QMS documents and records that you need.

« Select all the documentation that you need in order to protect the
confidentiality, integrity, and use of information.

» Select all of the documentation that is required by ISO 9001.

» Control the QMS documents and records that you need.

» Control all the internal documentation that your QMS needs.

» Control all the external documentation that your QMS needs.

L] 2lss ol O Maxadlg 839201 6,15] plas (§ilig Sa>

@oladly @l &los Ui o lpslice il (35Uig)l gaos da> o
wlogleall plaskuwle

1SO 9001. Ju® o @uslbboll (85ligll @sls sa> o

Lol 2liss sl O Moeudlg 83931 6,15] pli (65l e 6 loumlle

b uoldl 63931 6,15] pls 2lisw wall ads 1l §5lg)l guos @l o
ool 65951 8,15] plai g lisw il @us, 5l (95l gaos o\ pSseill »
<l
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Control how QMS documents and records are controlled.

Control how QMS documents and records are created.
Control how QMS documents and records are identified.

Control how QMS documents and records are distributed.

Control how QMS documents and records are accessed.
Control how QMS documents and records are retrieved.
Control how QMS documents and records are stored.
Control how QMS documents and records are used.
Control how QMS documents and records are changed.
Control how QMS documents and records are protected.

Control how QMS documents and records are preserved.

asall - 7 ad)
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DO

-3hﬂ.-l
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Clause 8 — Operation

8.1 Operational planning and control

The organization shall plan, implement and control
the processes (see 4.4) needed to meet the
requirements for the provision of products and
services, and to implement the actions determined in
Clause 6, by:

a) determining the requirements for the products and
services;

b) establishing criteria for:

1) the processes;

2) the acceptance of products and services;

c) determining the resources needed to achieve
conformity to the product and service requirements;
d) implementing control of the processes in
accordance with the criteria;

e) determining and keeping documented information
to the extent necessary:

1) to have confidence that the processes have been
carried out as planned;

2) to demonstrate the conformity of products and
services to their requirements.

Jsusall - 8 aiall

Jusainid| buaog bub=s 8.1
biig lulaxi dolhiodl e L
ao;M (4.4 Jl) oldos)l a8l og
Olziid| )19 wl>las VIl au i
830l Wlsl,=> VI ey (wloazlly
WJMs o (68,8819

Ol=xiol) wldhioedl i (|

‘O loazdlg

'J wles gog (v

Ol=iiodl Jgud (2 twldosdl (1

‘O loazdlg

Bad=i) o3I 5 )lgall 1a= (2
Ol=iodl wlddrio g0 (g9lgill
loazlg

889 wllos)l (sl 8wl dusis (5
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58l adige wlogleo ha>g o= (o
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8.2 Requirements for products and services

8.2.1 Customer communication ; .. , , .
Communication with customers shall include: le Uu'b*o A A> _8'2
a) providing information relating to products and services; Ql.o.bdlg
b) handling enquiries, contracts or orders, including cMo2JU JLaiVl 8.2.1
changes; . ' .

c) obtaining customer feedback relating to products and ) swl &D ‘J"OIS'“” J.o..uug
services, including customer complaints; O lxiioJU asdsioll Ulogleoll )-‘-99-‘ (I
d) handling or controlling customer property; ‘Oloaxllg
e) establishing specific requirements for contingency <UD uS\S Loy deall ,wldbll pMiwl! (W
actions, when relevant. Ol sl
8.2.2 Determining the requirements related to w' ’MI ul.b:\l.o "S\J'c d%‘a:fj_l (C
products and services Solsuw > 9 bov (W loddlg UlxiiolU
When determining the requirements for the products and = Mol
services to be offered to customers, the organization shall & Sliow (e 6 douan]| 9i &0 Jolaill (>
ensure that: \osl
a) the requirements for the products and services are . 5 . . L.
defined, including: ‘LS)lngl UIGIP}’ O02JA>x0 UL&Lb.hD 09 (.B
1) any applicable statutory and regulatory requirements; =] e

2) those considered necessary by the organization;
b) the organization can meet the claims for the products -, lawued U asdsiodl wldbuiol] Lixi 8.2.2
and services it offers. Qlo.\:'dlg
Wzl Wkxiiol) Oldbuoll LA dic

S\ b AsSU aolbdb)

] B _ « BB B B BB | | . _ Y 4 |
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The organisation is required to put in place a process to ensure that
requirements for the products and services it intends to offer to customers
have been defined. This includes the capture of any applicable statutory
and regulatory requirements. Once this has been done, the organisation
must then ensure that it has the ability to meet the defined requirements.

Oldlasie Ul Ulowa) adec o9 Aolaioll o Lollno

p3 A8 sMoell lpoyasi pjiei sl Wloazlly wlxiioll
augld wldhio Sl sde Jgax)l Jowiw [3dg .lpsy 2
dodaiodl (sle iz @S JloiS| aieg gy Jgoso audaiis
Oldlasiedl &b auls e 6,38)l Luoad ol o aSUI

3> =o0ll
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gézr.VBi(I?eesview of requirements related to products and Adleiod]l wl ' sl a g>_-|),p 8.2.3
8.2.3.1 The organization shall ensure that it has the ability to _ ULDA%”S UML‘
meet the requirements for products and services to be L) Ul Voo anbbunll e = 8.2.3.1
offered to customers. The organization shall conduct a . . - .. . . g - - ..
review before committing to supply products and servicesto ULD'\:‘HS Ub-‘““‘” UL“Lb‘“D q“b ‘5\1'; 0).\.&"
a customer, to include: as>| o sl g Mol Lol puiaaw NI
a) requirements specified by the customer, including the M Oboadlg Ulxiuodl A9 plulVI .J..g
requirements for delivery and post-delivery activities;

b) requirements not stated by the customer, but necessary @b L J'D""“ "5\'“”9 «Qodbioll ’wl
for the specified or intended use, when known; S\ boy (Juo)l Ju9 o d52=0ll Uldbsioll (|
& statutory and regultory requirements applicable o the P ST f ol el 2
products and services; L"'SJS 'J'“'D"QJI J‘“S U0 )S'U N UL"Lb"'D (U
e) contract or order requirements differing from those Lodic (>g.aholl 9' Sazxoll plizuawl a,9,0
previously expressed. O R

The organization shall ensure that contract or order L L"'k""w__“ 'J"s o ?bJ.u.ua"“ g:!b_dl.ku"un“ (a
requirements differing from those previously defined are e dduboll auoulbuidly augi il Ollbinoldl (>

resolved. ‘Olodxdlg Wikxiioll
8.2.3.2 The organization shall retain documented information, \9‘““'] | ue e | __9| | (o
as applicable: L Lw Lg...Lc

a) on the results of the review;

b) on any new requirements for the products and services. ™) 9' | Ui 0 .\SUl aodouoll e
aso Joloill pi 19 aude (gunll (e waliseoll
JoS JSuw

Wlogles o> ankunll e L 8.21332

research



Clause 8 — Operation

8.2.4 Changes to requirements for products
and services

The organization shall ensure that relevant
documented information is amended, and that
relevant persons are made aware of the changed
requirements, when the requirements for
products and services are changed.

If the customer does not provide a documented statement
of their requirements then the organisation must confirm
the customer’s requirements with the customer prior to the
order/ contract being accepted.

Where product or service requirements have been
changed, the organisation must ensure that any relevant
documents are amended and that relevant personnel are
made aware of the changed requirements.

Jsusall - 8 aiall

wldbio 9 wl il 8.2.4

oozl wlioll

oo S aolriodl (e =y ®
lehasi pi sl wlogleoll Ul

pi A8 usieodl Lolzo )| wlgees
Sl 39>9 Al> (89 pp e\

b i olust ety

R i

Jud gwes) ul.nl.la.w NS
Adell 8995 /wdlall Jga9

W ol ol a.quI
Ul Gowai Ul aokuoll Ne
A9 adlo wld wlluawo tSl
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Clause 8 — Operation

8.3 Design and development of products
and services

8.3.1 General

The organization shall establish, implement
and maintain a design and development
process that is appropriate to ensure the
subsequent provision of products and
services.

In those instances where the organisation has not
established detailed requirements for products or
services, or where these have not been defined by
the customer or other interested parties to the
extent that they are adequate to allow production or
service provision to take place, the organisation
must implement and maintain a design and
development process.
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Clause 8 — Operation Jddll - 8 adyll

Generic Design Process 4ale ajual 4ulas

Phase 1 Phase 3
|:I>D|hase 0 Concept Detail Phase 4 Testmg Pch))l’:jaSc%ciE(')n
annlng Development Deslgn and Refinement CL:;JNI
8,54l gk v lpdl )Lu.>\JI
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Clause 8 — Operation Jddll - 8 adyll

Phase 5
Phase 1 Phase 2 . Phase 4
;22?}%0 Concept System Level- Phagigi Drftall Testing and PIQOdUCt'On
g Development design g Refinement amp-up

Describe market opportunity

Consider existing product platform (if any) ,,
Consider new technologies

« Manufacturing |dentify production and/or corporate constraints
e Other, - Allocate project resources

« Marketing ,,
« Design,

Remember that already at this stage you would need to conduct a risk
analysis.

th>] | bz Bow Al yoll 04d (88 Wl ,Sis
S
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Clause 8 — Operation Jddll - 8 adyll

Phase g
Phase 1 Phase 2 . Phase 4 _
;Qﬁi?no Concept System Level- Phal.;eegi D:tall Testing and PIQOdUCt'On
9 Development design 9 Refinement amp-up

« Market opportunity - Marketing ,ldentify customer needs ,,
- Research competitive landscape

* Design Develop - Determine feasibility of design concepts ,,
- Build and test prototypes

« Manufacturing - Estimate manufacturing costs

e Other Investigate IP issues
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Clause 8 — Operation Jddll - 8 adyll

Phase g
Phase 1 Phase 2 . Phase 4 ,
PPIZii\(ieno Concept System Level- Phaéeeg,i D:ta'l Testing and Plgoductlon
9 Development design 9 Refinement amp-up

complete product architecture

» Proof-of-concept

« Marketing ,, - Develop extended product family ,,
- Develop marketing plan
« Design, - Describe all subsystems and components

» Develop software and firmware ,,

» Create prototypes of each subsystem ,

« Select geometric layout and create industrial design ,,
* Choose all parts and tolerances

Manufacturing ,,

|dentify suppliers ,,

Create assembly scheme ,,

Define assembly process and obtain tooling

Control documentation
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Sl - 8

Al

Phase o Phase 1 Phase 2
Plannin Concept System Level-
J Development design

)’

Phase 3 Detail
Design

Phase 5

Phase 4 _
Testing and Production
Refinement Ramp-up

« Control documentation prototypes
« Marketing

« Design,

« Performance and reliability testing
* Manufacturing ,,

« Create quality assurance strategy

Develop plans for field
testing

Create alpha and beta
prototypes ,,

Refine design

Refine assembly and
fabrication ,,
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Clause 8 — Operation Jddll - 8 adyll

Phase 5
Phase 1 Phase 2 . Phase 4 :
;222?: Concept System Level- Phageegi D:ta'l Testing and Péoductlon
9 Development design 9 Refinement amp-up

e
» Prototypes products
» Marketing - Get first-run products to “preferred

customers”

» Design Evaluate first-run output ,,
* Manufacturing ,, - Start production ,,
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Clause 8 — Operation Jddll - 8 adyll

8.3.2 Design and development planning . . -

In determining the stages and controls for design and )._gsb.aJlg MI bulo= 8.3.2
development, the organization shall consider: p9billy puaouaill bulgog J=>lw i Aic
a) the nature, duration and complexity of the design and S\ bo ) lucl anlbuoldl e wew
development activities; paowai| abinil Aésig 609 asub (I
b) the required process stages, including applicable < wohillg
design and development reviews; AL : . . i

c) the required design and development verification and i :.U; “5\9 L‘” ‘q'-'S'Lb'“‘” Ulosl| J’,_I)‘ ("’
validation activities; Sl abbil (2 uobidls paowaidl as=>lyo
d) the responsibilities and authorities involved in the wolbwll waiillg
design' and development process; _ W\ al> 1l Ll Mallg wldggumuoll (>
Z)n;[jhge:\r:teelgnal and external resource ngedsf for the design  wohillg pu Jl adoc

pment of products and services; S _ . .

f) the need to control interfaces between persons involved >l >)lgell o Ub"t_-‘_-“’m _('a
in the design and development process; O lxiiol| ghig paowai] >, g
g) the need for involvement of customers and users in the tOloaxllg
design and development process; Wldoe e o doadd] | a1l (9
h) the requirements for subsequent provision of products 6\9 S, Lol o e VI on Jolgill
and services; i - ] JI | ¢

i) the level of control expected for the design and _ ‘msbilly pasoill duloc
development process by customers and other relevant a0 kiwodlg sMoll Jl ] Il a1 ()
interested parties; i wolille puowaid]l adoc \9
j) the documented information needed to demonstrate that wliinll puasuadd asx>) wldbis (2

design and development requirements have been met. «Oloasdlg

Audos) g9ginll & loumll Sgiwue (b
Sl,b Vg eMoasll Jud o pehilly pasaill
cLL.aJI wld s, VI Q&NI

P | P | B | B e e | B e
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Clause 8 — Operation

8.3.3 Design and development inputs

The organization shall determine the requirements
essential for the specific types of products and
services to be designed and developed. The
organization shall consider:

a) functional and performance requirements;

b) information derived from previous similar design
and development activities;

C) statutory and regulatory requirements;

d) standards or codes of practice that the
organization has committed to implement;

e) potential consequences of failure due to the
nature of the products and services.

Inputs shall be adequate for design and
development purposes, complete and
unambiguous. Conflicting design and development
inputs shall be resolved. The organization shall
retain documented information on design and
development inputs.
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Clause 8 — Operation Jddll - 8 adyll

8.3.4 Design and development controls

Thg grgarlﬂzation shall apply controls Lo the design )-!Sb-UIS M' buo 8.3.4
and development process to ensure that: bulao . sudi aodbuwod| « olg
a) the results to be achieved are defined; b US-@l ' ),; hillg | ¢ I. ' "'

b) reviews are conducted to evaluate the ability of

the results of design and development to meet . "N“
requirements; Leadl Jewogll shwll 2ol a2 (I
c) verification activities are conducted to ensure 0,49 puariiid ae>l 0 cl)=>| pis (W
that the design and development outputs meet the auli e okl pusuaidl gulu
input requirements; ‘O ldbsioll
d) validation activities are conducted to ensure that s Y| aloini U ALl o (2
the resulting products and services meet the . T P

requirements for the specified application or »9billy proadll Wlxyzo Ul (o
. (0ol wldbio i

intended use;
e) any necessary actions are taken on problems

AW il aasinl oLl pi (>

determined during the reviews, or verification and Olxiio o b e i ol UR
validation activities; bl Oldbio uli Uloasg
f) documented information of these activities is >gainll plasuaw VI ol saxoll
retained. JIW> sl Uga> Al o5\ (o

piv Bisall wldecy wiesloll
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Clause 8 — Operation

8.3.5 Design and development outputs
The organization shall ensure that design
and development outputs:

a) meet the input requirements;

b) are adequate for the subsequent
processes for the provision of products and
services;

c) include or reference monitoring and
measuring requirements, as appropriate,
and acceptance criteria,

d) specify the characteristics of the
products and services that are essential for
their intended purpose and their safe and
proper provision.

The organization shall retain documented
information on design and development
outputs.
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Clause 8 — Operation

The organisation must ensure that
the outputs from design and
development meet the input
requirements for design and
development, and are suitable for
use in subsequent processes.

Finally, the organisation must
ensure that the products that are to
be produced or the services that
are to be delivered are fit for their
Intended purpose and are safe to
use.
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Clause 8 — Operation

8.3.6 Design and development changes
The organization shall identify, review and
control changes made during, or
subsequent to, the design and
development of products and services, to
the extent necessary to ensure that there
IS no adverse impact on conformity to
requirements.

The organization shall retain documented
information on:

a) design and development changes;

b) the results of reviews;

c) the authorization of the changes;

d) the actions taken to prevent adverse
impact

Jsusall - 8 aiall

paowaid| Ol 8.3.6
»obig

Oyl 48l )09 do>l 09 o=
a2 ol sl gl oo ol
Olxsiell jigkig puouai

Olaia) p3MI 3l «Slorzls
w456 (Sl s9=>9 pac
bl JluoeM

asjigo uboglszm dolaioll Ja.suzug

kil puswaidl Ol s (|
colex>loll 2o (U

Ol sboucl (&

Wl gied 83zl wls,=>V (5

research



Clause 8 — Operation Jddll - 8 adyll

8.4 Control of externally provided processes, products

and services w0 Wil Uil Uixiioll buo 8.4
8.4.1 General >, Ll
The organization shall ensure that externally provided ch 8.4.1

processes, products and services conform to requirements. ol Wldosll UI LSU aodsuoll wle s
The organization shall determine the controls to be applied 2,5l o aoaioll Wloasdl gl Wlskiioll

;[Acl)heeﬁernally provided processes, products and services o llbioll go 3sUass
a) products and services from external providers are S\l ulgall >335 Ul deloioll ’-‘"Lc =
intended for incorporation into the organization’s own O lxiiollg le e Gabiw
products and services; AUl OV 9 L) B Oloazdllg
b) products and services are provided directly to the wlp> oo QLD_\;Jls wluodl vl (I
customer(s) by external providers on behalf of the Wlxiioll \8 LIl piaw s,
organtzation, Aobuioll aoldl Oloasdly
C) a process, or part of a process, is provided _by an external . . sl wloasdlg Wl I )‘99’ pis (0
provider as a result of a decision by the organization.

w,b Olg> Lo Mol / Juosdl (VI
The organization shall determine and apply criteria for the _ {Aolouioll oL wLJL
evaluation, selection, monitoring of performance, and re- D199 puiv caukosdl Lo £5> 9l (udoc (2
evaluation of external providers, based on their ability to Hlxa) Az >l Do J,.s U0
provide processes or products and services in accordance .aobuioll
with requirements. The organization shall retain
documented informa’;iqn of these activities_and any Jol2o Gudbig A dobbioll (sl L

necessary actions arising from the evaluations. . EU )
/ J ity 6529 eIVl Adlog iy ity
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Clause 8 — Operation Jddll - 8 adyll

8.4.2 Type and extent of control bua.aoll Sing £9 8.4.2
The organization shall ensure that externally provided VUl ywowai Ul anbbuoll e wow
processes, products and services do not adversely affect

the organization’s ability to consistently deliver 9" y ULD""”’ UMIS wldosll
conforming products and services to its customers. )lwb Aolaioll 0)-\9 55\1-5 Llw
The organization shall: e Mow) Uloasdlg Wil asulbo
a) ensure that externally provided processes remain T-PA-¥PN | ._s\l.c s

within the control of its quality management system;

b) define both the controls that it intends to apply to an Wakoll a5l Oldosll <l Uloo (I

external provider and those it intends to apply we =l o9l 6,15 plby o ) buaw yowo
to the resulting output; LGJ
c) take into con5|derat|or_1: _ Soii S\l bulg.adl JS wuysi (U

1) the potential impact of the externally

provided processes, products and services on the S\l i o) Bl g 0d] e Lpsuuds
organization’s ability to consistently meet customer and ‘b eulll e LM S 9

_ applicable statutory and regulatory Hluc Vi ,_5\9 pb ul (e
requirements;

2) the effectiveness of the controls applied by O ldoslU L">'Jl7 >9, i) Joiall L5Vl (1

the external provider; anlbuioll 6,19 e Lloasdlg Wikiiollg
d) determine the verification, or other activities, Mol wldbio )|’°. w U =l991| ._5\15
necessary to ensure that the gxternally prowpled Eélg)l )| Quouk ...”9 MQJL&."

processes, products and services meet requirements.
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Clause 8 — Operation

8.4.3 Information for external providers
The organization shall ensure the adequacy of
requirements prior to their communication to the
external provider.
The organization shall communicate to external
providers its requirements for:
a) the processes, products and services to be
provided,;
b) the approval of:
1) products and services;
2) methods, processes and equipment;
3) the release of products and services;
c) competence, including any required qualification of
persons;
d) the external providers’interactions with the
organization;
e) control and monitoring of the external providers’
performance to be applied by the organization;
f) verification or validation activities that the
organization, or its customer, intends to perform at
the external providers’premises.
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Clause 8 — Operation Jddll - 8 adyll

8.5 Production and service provision Aol puasig 2LVl 8.5
8.5.1 Control of production and service 99ig 2Vl e ald,JI 8.5.1
provision (1) Oloa=dl
The organization shall implement production and

service provision under controlled conditions. 2LV aolaioll dii ol o

Controlled conditions shall include, as applicable: T _ o _ S
a) the availability of documented information that O9xb Jb 9 wleaxl pyatis

defines: L q’b)‘u Wb

1) the characteristics of the products to sbsass Sl S9,dl Jouisis
be produced, the services to be provided, or the _ 1>l > ‘LP‘L:
activities to be performed; s\l asigell logleoll ,lsi (I

2) the results to be achieved; O )
b) the availability and use of suitable monitoring piy Sl Olxiiell yailas (1
and measuring resources; 9l pass N\Jl Uloaxl Ag.vl...:l
c) the implementation of monitoring and Les plsdl i Nl adoiai VI
measurement activities at appropriate stages to lpsaisxs puaaw SNWJI ulid] (2
verify that criteria for control of processes or Sl oll >)len plawiawlg 9195 (L
outputs, and acceptance criteria for products and ét...wl...oJI owlidlg

services, have been met; owbidle 1ol alo i Aniid (C
U0 Suil) auuwlinll J>1hell s\
9I wldoll e o ) buanll ,.ulsz.o
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Clause 8 — Operation

8.5 Production and service provision
8.5.1 Control of production and service
provision (2)

d) the use of suitable infrastructure and
environment for the operation of
processes;

e) the appointment of competent persons,
including any required qualification;

f) the validation, and periodic revalidation,
of the ability to achieve planned results of
the processes for production and service
provision, where the resulting output
cannot be verified by subsequent
monitoring or measurement;

g) the implementation of actions to prevent

human error;
h) the implementation of release, delivery
and post-delivery activities.
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Clause 8 — Operation

8.5.2 Identification and traceability

The organization shall use suitable means to
identify outputs when it is necessary to ensure the
conformity of products and services.

The organization shall identify the status of outputs
with respect to monitoring and measurement
requirements throughout production and service
provision.

The organization shall control the unique
identification of the outputs when traceability is a
requirement, and shall retain the documented
information necessary to enable traceability.

The organisation must be able to identify the status
of process outputs in respect of any monitoring and
measurement requirements it has set, at all stages
of production or service provision.

In cases where traceability is a requirement, the
organisation must additionally ensure that its
process outputs are uniquely identifiable.
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Clause 8 — Operation

8.5.3 Property belonging to customers or
external providers

The organization shall exercise care with
property belonging to customers or external
providers while it is under the organization’s
control or being used by the organization.

The organization shall identify, verify, protect and
safeguard customers’or external providers’
property provided for use or incorporation into the
products and services.

When the property of a customer or external
provider is lost, damaged or otherwise found to
be unsuitable for use, the organization shall
report this to the customer or external provider
and retain documented information on what has
occurred.
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Clause 8 — Operation

8.5.4 Preservation

The organization shall preserve the outputs during
production and service provision, to the extent
necessary to ensure conformity to requirements.

NOTE Preservation can include identification, handling,
contamination control, packaging, storage, transmission
or transportation, and protection.

8.5.5 Post-delivery activities

The organization shall meet requirements for post-
delivery activities associated with the products and
services.

In determining the extent of post-delivery activities that
are required, the organization shall consider:

a) statutory and regulatory requirements;

b) the potential undesired consequences associated
with its products and services;

c) the nature, use and intended lifetime of its products
and services;

d) customer requirements;

e) customer feedback.
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Clause 8 — Operation Jddll - 8 adyll

Sub-clause 8.5.4 requires the organisation to take appropriate measures
during production and service provision to safeguard process outputs, in order
to maintain their conformity to requirements.

Sub-clause 8.5.5 requires the organisation to determine the nature and extent
of any post-delivery activities it needs to undertake

Consideration of any post-delivery activities also needs to take into account
customer feedback and any applicable statutory or legal requirements.
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Clause 8 — Operation

8.5.6 Control of changes
The organization shall review and control

changes for production or service provision,

to the extent necessary to ensure
continuing conformity with requirements.

The organization shall retain documented
information describing the results of the
review of changes, the person(s)
authorizing the change, and any necessary
actions arising from the review.

The organisation is required to

control any unplanned changes that
are considered essential in order to
ensure that products or services
continue to meet their specified
requirements.
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Clause 8 — Operation Jddll - 8 adyll

8.6 Release of products and services

The organization shall implement planned QL"-"*JIS O xiioll S 8.6
arrangements, at appropriate stages, to verify that i

the product and service requirements have been Olwiyi gabi anlbioll e o
met. B lodl J>10J] 9 lg) oo
The release of products and services to the a9 giaw| A9 Uloasdlg

customer shall not proceed until the planned

arrangements have been satisfactorily completed, . : Ve _ :
unless otherwise approved by a relevant authority Cloazdly il ye 29Vl v V

and, as applicable, by the customer. Ul‘“"’-‘-‘“” o LUVl pil x> Mol
PP g uls Blg (yo o JSwuiw L blbsxoli
The organization shall retain documented V| pisV Ul 9 gual) 6,940 JUD

information on the release of products and services.  ‘am>9 (Auaicol] Aol aaslgoy
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The documented information shall include:
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criteria; lis V| aelbinll (e o
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Clause 8 — Operation

8.7 Control of nonconforming outputs

8.7.1 The organization shall ensure that outputs that do
not conform to their requirements are identified and
controlled to prevent their unintended use or delivery.
The organization shall take appropriate action based on
the nature of the nonconformity and its effect on the
conformity of products and services. This shall also
apply to nonconforming products and services detected
after delivery of products, during or after the provision of
services.

The organization shall deal with nonconforming outputs
in one or more of the following ways:

a) correction;

b) segregation, containment, return or suspension of
provision of products and services;

c) informing the customer;

d) obtaining authorization for acceptance under
concession.

Conformity to the requirements shall be verified when
nonconforming outputs are corrected.
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Clause 8 — Operation Jddll - 8 adyll

8.7.2 The organization shall retain documented information that:

a) describes the nonconformity;

b) describes the actions taken;

c) describes any concessions obtained;

d) identifies the authority deciding the action in respect of the nonconformity.

sy Lo aiigo wlogleas iz Ul dobrioll (sle oz 8.7.2
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Clause 9 — Performance Evaluation

9.1 Monitoring, measurement, analysis and
evaluation

9.1.1 General

The organization shall determine:

a) what needs to be monitored and measured,;
b) the methods for monitoring, measurement,
analysis and evaluation needed to ensure valid
results;

c) when the monitoring and measuring shall be
performed,;

d) when the results from monitoring and
measurement shall be analysed and evaluated.

The organization shall evaluate the performance
and the effectiveness of the quality management
system.

The organization shall retain appropriate
documented information as evidence of the
results.
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Clause 9 — Performance Evaluation )8 ausi - 9 aidl

9.1.2 Customer satisfaction eMosll Lo, 9.1.2
The organization shall monitor N2 wl)o ol (sle o
customers’ perceptions of the ppil=li>] (8a8=5 d=)59 Mozl
degree to which their needs and ppiledqig
expectations have been fulfilled. The

organization shall determine the d)Jo Uiz dodrioll (sle L

methods for obtaining, monitoring

and reviewing this information. 01 de>l, 09 &Sl 09 Jga=ll

NOTE Examples of monitoring .Ologleoll
customer perceptions can include )
customer surveys, customer Olyeai 48l,0 aliol :alo>Me

e oo mand el Sl Jaui o

market-s:hare anglysis, compliment’s, Oliioll ’*S\LC sMosll J=29 5939

warranty claims and dealer reports. aicg @olwoll wloazllg
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Clause 9 — Performance Evaluation

9.1.3 Analysis and evaluation

The organization shall analyse and evaluate
appropriate data and information arising from
monitoring and measurement.

The results of analysis shall be used to
evaluate:

a) conformity of products and services;

b) the degree of customer satisfaction;

c) the performance and effectiveness of the
guality management system;

d) if planning has been implemented effectively;

e) the effectiveness of actions taken to address
risks and opportunities;

f) the performance of external providers;

g) the need for improvements to the quality
management system.

NOTE Methods to analyse data can include
statistical techniques.
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Clause 9 — Performance Evaluation

¢)aY) ani - O ALl

9.2 Internal audit

9.2.1 The organization shall
conduct internal audits at planned
intervals to provide information on
whether the quality management
system:

a) conforms to:

1) the organization’s own
requirements for its quality
management system;

2) the requirements of this
International Standard,;

b) is effectively implemented and
maintained.
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Clause 9 — Performance Evaluation

9.2.2 The organization shall:

a) plan, establish, implement and maintain an audit
programme(s) including the frequency, methods,
responsibilities, planning requirements and
reporting, which shall take into consideration the
importance of the processes concerned, changes
affecting the organization, and the results of
previous audits;

b) define the audit criteria and scope for each
audit;

c) select auditors and conduct audits to ensure
objectivity and the impartiality of the audit process;
d) ensure that the results of the audits are reported
to relevant management;

e) take appropriate correction and corrective
actions without undue delay;

f) retain documented information as evidence of
the implementation of the audit programme and the
audit results.
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Clause 9 — Performance Evaluation )8 ausi - 9 aidl

S8l adas/awl y Joc dic wellho 9o bo aidl s &y
JENERY|

plel Jsoadl — JSupdl 1
sl 5.803] (88 dgonie Ul wmw il HeoVl sd Lo .2

=l 8.833db plsl aude iy Sl o .3

Lpic eMVI sy sl (s>l 800l 5,le5 LS sS4

N\

149

research



Clause 9 — Performance Evaluation )8 ausi - 9 aidl
ae>l,0ll) (sdxlodl 8803l ddas/zwl u gl y puoar dic
ool bowd L hidl (oJ] wledhiodl glizs ((ad=1aJl

Loy aolzdl 3¢l Blasl

izl wldos)l dosl .

sMosllel)l/ wla>Vo

(Aolaiodl I wlusidl .

(o rlly s blxoll .

\ Ll (csdsll s800l) wlesloll zlis .

S o011 A W N P

rrrrrrr



Clause 9 — Performance Evaluation )8 ausi - 9 aidl
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Clause 9 — Performance Evaluation )8 ausi - 9 aidl

9.3 Management review

9.3.1 General

Top management shall review the organization’s quality management
system, at planned intervals, to ensure its continuing suitability, adequacy,
effectiveness and alignment with the strategic direction of the organization.

o,bY| ae>1,0 9.3
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Clause 9 — Performance Evaluation )8 ausi - 9 aidl

9.3.2 Management review inputs o,15V] ag>1,0 UM>A0 9.3.2
The management review shall be planned and carried 20 LD das 9 6)|>¥| CL?.?l,.pJ bubsall ws

out taking into consideration: - LoeVl o < Ul
a) the status of actions from previous management )™ AR A

reviews: Ul”l).b 0 R CITN] UISIP”I aJl> (i
b) changes in external and internal issues that are ‘asyLudl 6,15V
rel_evant to_the guality management system; _ WL\“S &_a_o:)l:'dl Llas)l -.5\9 Ql)-e-é-dl (u
c) information on the performance and effectiveness of 55 1 6,051 ol aladlols
the quality management system, including trends in: ) ..'9"'=J it ==p_

1) customer satisfaction and feedback from relevant 0,1>] plby adleog :lb! u.c.ulns.*ao (e
interested parties; g O] > o\ oy (0>9xJI
2) tthe extent to which quality objectives have been g_él_,b\ll w0 J=aJl 595,59 Mol Lo, (1
met, ‘alall Uld ausoll
3) process performance and conformity of products and . : T £

T ‘009l Wladl SR> pJ Sio Sl ._sd! (2
4) nonconformities and corrective actions; W lxiioll asylbog Uldosll <151 (3
5) monitoring and measurement results; ‘Oloaxdlg
6; ahudit refsults; : I ; Ao Ol > Vlg asylboll pac (4
7) the performance of external providers; ¢ wbidle adlwll 2ol

d) the adequacy of resources; "WI". |.\JS| ﬁl CULU (g
e) the effectiveness of actions taken to address risks e ) 99 e (
and opportunities (see 6.1); foa) Bl o> 90dl <ls] (7
f) opportunities for improvement. :>)lendl aulas Sao (o
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9.3.3 Management review &)Vl as>l 0 Ol> =0 9.3.3

outputs Jowin Ul e o)Vl as>l o Ul o

The outputs of the management t\ Loy ddadsino witl>lg wiHlHS

review shall include decisions

and actions related to: ol o9 (i

a) opportunities for i 9 Ui cly>Y asl> Sl (S

improvement; ‘059l o,I>]

b) any need for changes to the S))lenll Wl (2

guality management system;

C) resource needs. Wlogleoy blaix> V| askbuonll e
)V Ulex>l 0 aulu e JJAsS asigo

The organization shall retain

documented information as

evidence of the results of

management reviews.
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Clause 10 — Improvement Cpeadl) 210 Akl

10 Improvement uaid| .10
10.1 General plc 10.1
The organization shall determine and select

opportunities for improvement and VA dobiol]l sde s
implement any necessary actions to meet

customer requirements and enhance Ly i paaasil) yo 9 ,lislg
customer satisfaction. 01 Wudid 9,00 wlsl )=l ‘5|
These shall include: ; Lo, juisig sModl Oldbuo
a) improving products and services to meet  ~._ ' = MoxJ|
requirements as well as to address future * 104D Jowwig
needs and expectations; Wloasdlg wlsund| un (i
b) correcting, preventing or reducing duudi) cliSe wlllnioll @l
undesired effects; b

\ Uledeilly wlslusVl

c) improving the performance and

effectiveness of the quality management — 10,3 ‘Aadastianall
system. T oo Al gl gio (Puai (v
NOTE Examples of improvement can S Lgao oL )oll jue LGYI
include correction, corrective action, plbs aldlesg N U (2
continual improvement, breakthrough .o;}_zjl oyl>l
change, innovation and re-organization. Jowind i | aliol s> Mo
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10.2 Nonconformity and corrective action Jl Olsl,>Ylg @ivlaoll pac 10.2

10.2.1 When a nonconformity occurs, including any
arising from complaints, the organization shall: ..Ub "-5\5 Loy casslbo pic U9a> dic 10.2.1

a) react to the nonconformity and, as applicable: e L (Sglsuildl e ALl VI
1) take action to control and correct it; :dolouol|
2) deal with the consequences; > 9 sy UooJ| pAL > aslwiuw VI (|
b) evaluate the need for action to eliminate the cause(s) = LaidV|

of the nonconformity, in order that it does not recur or . |9 : aw ;I lelp\” =il (1

occur elsewhere, by:

1) reviewing and analysing the nonconformity; U-9|93” &0 J‘Lﬁ-” (2
2) determining the causes of the nonconformity; aljl I>1 0 Jodl | a1l pusiti (U
3) determining if similar nonconformities exist, or could Ul ol HSiu ¥ > m.sul.b.oJI PAE
potentially occur; _ J\s> o0 cLS)?‘l uSl.ol LS\S e

c) implement any action needed;
d) review the effectiveness of any corrective action

Asylaoll pac Jalxig as>10 (1

taken; ) .qNLb.DJI P AL ULHJJI AVALY (2
e) update risks and opportunities determined during 9l :alilow asulbwo pic dg>9 Al> LA (3
planning, if necessary; Gas ul Joixoll (o
f) make changes to the quality management system, if

1 S,900 tlr>] Sl dwsii (2
necessary. ) o e et
Corrective actions shall be appropriate to the effects of Uoaad wlsh>| Sl adles q-’-’l)-" (>
the nonconformities encountered. §0>x0
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10.2.2 The organization shall retain
documented information as
evidence of:

a) the nature of the nonconformities
and any subsequent actions taken;
b) the results of any corrective
action.

vl asbuioll e ww 10.2.2
JJ1S aiisn loslnas o
: e

Sig @ilasll pac asub (i
{650 aa>Y Wlel,>]
Aaaxad Olsh>| sl vl (o

Sub-clause 10.2.2 requires the organisation to keep documented information
detailing the nature of any nonconformity identified and the action that the
organisation decided to take to address it.

This documented information must also record the results of the corrective action.
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Clause 10 — Improvement

10.3 Continual improvement
The organization shall continually
improve the suitability, adequacy
and effectiveness of the quality
management system.

The organization shall consider
the results of analysis and
evaluation, and the outputs from
management review, to
determine if there are needs or
opportunities that shall be
addressed as part of continual
improvement.
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