Howing statements is True/False. If the statement is identified

J IRELELLA S
; Q1 (30 pts) Please state whether each of the fo : o
as false, underline the false part and then make minimal €0

. . ali icy and ¢
o In 1SO 9001:2008, the vision provides a concise statement of the quality policy 'I\\
objectives. ( __"25,._;_53_4_'__) : /
?'._gj __________ )

¢ |[SO 9001:2015 is the fourth edition. ( ===+
o Detection-based system puts emphasis on products/services and the downgtream processes;

o In SO 9001:2008, the verb” shall” indicates a requirement. ( e ) .
}Eé.ﬁs-_?
i

» Risk is the effect of uncertainty. Positive effects of risk result in weaknesses. ( -~
A
St

ions.
uality management

/ e In ISO 9001:2015, there is a requirement for a documented risk management process. ( --
« The main objective of quality assurance activity is to produce quality into product and service during the

upstream design and planning stage. ( ------- I@----)
5049,9_9}.'.;?*9_\_5_)

/ * 150 9000:2018 are generic requirements that are sector-specific requirement
* Leadership and relationship management are examples of quality management clauses of ISO 9001:2015.

{--M__SAQPD'EL T L)%

* Total quality control is a prevention-based system. (

L \\ \*\‘3

* Customers are not willing to pay more to receive better quality. ( <2\
* Issues can be based on external sources and internal sources, ( ----- Mg@;—)

te/of registration does imply that non-conformities
)

at all stages of the process

* IS0 9001:2008 is the responsibility of the technical committee ISO TC176. ( ﬁf-‘é{a—-{g

” to denote documents needed to

e Having the ISO 9001 certifica
will not occur, (- "“5—!&’-{,

* Where ISO 9001:2015 uses the term “maintained documented infefmation

provide evidence of conformity with requirements. ch 1{n i
* Liability costs are one indication of customer satisfaction. ( M-j--f)
Q OCoM

~ * 150 9000:2008 provides guidelines for managing for the sustained success of an _Organizaﬁg,é( A O A

¢ Development of a quality management system is one of the characteristics of quality control. @ K )
1 bothhegative and positive feedback into the process,

* In inspection, there is a clearly defined closed loop witl

product, and service improvement system. (

* Quality control is a prevention-based system. (-15'.'.,
* InISO 9001; 2015, the “policy” sub-clause corresponds (o tl}g planning clause, ( -

N
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s The organization that fulfills 1SO 9000 requirement is certified
+ 1SO 9001:2015 is based on a process model that follows eight quality management principles. f-—g;,-"ﬁﬂ---)
o 1SO 9001 has been revised three times, ( -1 LA ) 7

— by service provider. {JL- -------- Qagy~ = hﬂ

o 1SO 9001:2015 replaces the term "supplier”

are not used. ( ?=.‘.'?.}J."J.‘_-_{'./.-__}

ivesi( -an@ﬂﬁhl_c.)‘
Jaced by "Jrg!_&i_n_:iuuumt'-nis:d

« In ISO 9001 "L}U‘s the terms “exclusions and quality manual”

« Cost, productivity, and quality improvements are 1Ilerﬂ-lll\ e objecti
e In ISO9001:2015, quality plan, qué |tm manual, and di?unm.nh.d procedure are rep

s : = T
information™. { { Aesmeds ded jiat o mdA-8 T P
RO — i % r
+ |evels of service is one of the qualmmw measures of quality. ( - q,ﬂ3~‘=‘-)‘-—!9--ﬁ‘ﬂ): \

of 150, ( ~ce-t X Lisahig = Dody |

e Certification is not the responsibility of 1ISO
|

ar and concise explanation for the following statements: \

Q2: 10 pts. Please provide a cle

o TS0 9001:2015 does not have a separate clause for preven!
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{10 s} Please state whether-each of the folloving statements 35 True
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o

o
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9
lr’ Quality insurance is
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i monpemmsumxmm:amsmuhuﬁﬁ'mwﬁj(ﬁ___;
= rmmnmmmmwmmm;%m, ._

4 Salage and sorting e dore In qua'm:v mﬁtmim

ﬁmH“ Herpm s i
to direct and conlrpl an organizaton with regard 1o

= 1507TA I"Fwnanfwnl m'rnrn i% & anagement system

”'E,Zr_"l i‘@’"' (el oR [t - - Y b Lwidinn)
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o Improved contral and elimination of errors are some of 150 9000 quality }uféﬂ; bemﬁu.j"ﬁ-,.g I

o 1SO/TC 207 b5 responsible of 1503001 :
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Marlu-.t stability is examples of ~——eeemeeeue e
Competitors
@ Effectiveness

' Protective equipment to prevent contamination at a butﬂingmw
room environment for a hospital are examples of:
a.Com petency

b.Continual improvement

External providers are examples of —~eee—wo_____
2. 0h|ectlve
b. Customers

* The ISO 9001:2015 does not refer to

organization’s quality management systum.
a. Documented information

b. Context of the organization

i
* Learning from failures, near miss situations and successes is an exam,
a. Retained documénted information . Infrast

(&) Organizatieral knowledge

* Process approach is one of the —-
a. Risk-based thinking
b. Plan-do-check-act cycle

* The --————-enables an organization to ensure that its
thar opportunities for improvement are determined and _
Process approach '

b Quality Management principles

¢  Stress-reducing is an example of ~-=-=s-er-eeee necessary for
of products and services. :
a. Process approach
b. Infrastructure

Persons doing work under the nrganiﬂtln
quality policy -




' .5’1‘} .-....zg.tr’él,?njifxu.,._
or IR FOAZ

Section: 1 ‘

'AQL is one of the quant FELIVE MEASITES Of —wsmimee,
(@JQuality management system.
b, Leader:hiq,-"f
c. Praductivity.

Customer tumplninl.'s”' are one indication of cusfomer ——=——=r—==—-,
“a. HeqmrEm
mianshﬂ!ﬂn
i Bassatasiamun

Quality management system development is one of the characteristics of
a. HQuality assurance

b. inspection,

N /
CE\" TQM; ll,-:-i"‘“--

*  Teamwork is one of the characteristics of
a. Quality asfyrfnce
h Inspechﬂin
r TDhM‘
SR organization puts considerable effort into anticipating the future
expectations of its customers.
a.Industrial. L
b, Profit-focused.
(z.) Customer-fotused . \_
d. 150°9001:2008: 3

-

= Mystery shoppers is one of the methods Tor Iutruﬁ'ﬂng the level of -
a. Customer satisfaction,
¢k h;tusmmnr contaef.
c. Quality assurance
d.All of the above!

= In - there is a clearly defined closed loop with both negative and positive feedback
into the process, product, and service improvement system,
a Customer satisfaction.

b, Quality.prevention
._"'E}Pre ntion system.
¥ “d Edstomer contact.
Identifving suur:ﬂ/nf'nunwnfurmlnrn is a characteristic of
{luahl'.f aﬁ}ufante_
(b Inspec
. T
tl. Customer perceptions.




¥ Thequality —eeeeemme
o :Q@EEWEJ_@EE?.J shall mlnmilm-i:l:l.,.||1;_m|".‘|',l,|\!1
b. Policy, objectives.
C. Stope, policy.

{d Policy, scope.

and consistent with v

In ISO 9001: 2015, the “nalicy™ )
a. Improvement, s sub-clause corr esponds (o
\b: Leadership.

¢. Performance evaluation,
d. Support.

clause,

Top management shall establish, implement and maintain a --—
framework for setting quality objectives. :
a.Broad Objectives.
b. Quality policy .~
€ Scope.
d.Internal audit.

that provides a
§

sub-clause, top management shall consider actions to enhance desirable

effects and prevent, or reduce undesirable effects.
a, Actions.to-address risks and dpportupities.. —
e i ,_—_—.‘ -

b.Planning for changes
¢. Design and development planning.
. Determining risks.and opparturnities.

The results of data and information analysis an evaluation does not include ——————.
5. Actions to address risks and opportu mt_uzs_,‘ : "_n,_
b.conformity of products and smaric== = -
¢, performa==—" oo T OVIIETS, = :

e ot ciistomer satisfaction. //,r —
e
‘e framework for the Iniroduction of TQM is. - MANNEr,
a. Step-by-step. ..
b. notahow-10E e and pr.escnpl.nfa
/2D not a how:-toguide and npnptgs:;_r:uptwe,
d. ahow-to-guide and nnnnratreain

. is ihe foundation in the framework for the introduction of TOM.
Thl‘.‘ —,— = )
(3. Organizing.
b, culture chang
£, Systems and techniques.

I s R mwe b raemaEnT amel fm el
-

The use of & formal quality system belongs to-—
introduction i.lfTQM. v
-3 QrganiZing
., culture cha
&2 Systems ahid technigues.
d. Measurementand feedback.

in the framework for the




.

150 9001 2015, the sinternal audit” sub-clause corresponds to —-——— clause.

. Operation,
_Improvement. i »
C;),e:}urman avalustion. d. Tam.

ent for applicability of the ISO 9001:2015 shall be addressed in - -—-- sub-clause.

a, Leadership. @Determining the scope of the quality management system.
b.context of the organization. d. stomer focus

= Top management shall establis
setting quality objectives,
a.Broad Objectives

_ _ / c. Internal audit
ualm,r policy. g d. Scope.

If the nrg;m.:;r.atin'n has a statement in its quality policy to exceed its customer expectations, then it could
have a quality objective relates to ——-—__

() on-time delivery o ¢. Productivity

(Blcustomer ccmplaints/ d. a+c
.

* Examplesof .. include resource and operational factors,
a. Organization knowledge ~ c. Weakness **
Internal issues / d. External issues

-

s implement and maintain a ~————w——— that provides a framework for

* Examples of relevant interested party requirements include:
. customer requirements regarding conformity, price, availability or delivery
b.agreements with public authorities and customers
c. industry codes and standards
@All of the abov:/
» Quality policy should be -——weeeeeeee

@maintained as documented information '@be communicated and applied within the
Organization.

b.unavailable to interested parties. / d. a+b.

» Where there is a requirement to be able to trace outputs, the organization should ensure that relevant a

documented information about the identified process output is ==--s-=-m-. - —ba inis C'I.C.Jféui =NCeL

a. Available and maintained. Retained and available. :
b. Communicated. / d. Intended for change.

= Managing for the sustained success of an organization is ---—--——
a. |50 2000:2015 c. 1509001:2015

(biso 9004:2018 d. 150 9002:2016
L ---- should not be considered when determining the risks and opportunities for the quality
management system? . ¥

a. The external and internal issues /@Extemal providers.
b.Relevant interested parties’ requirements. d.atc

* The actions that an organization can take to address risks will depend on : :
a-  External issues. he nature of the risk.

b- Internalissue d. a+b

i / f
; f







e ——
1

N

* Ina courier service; there s a need to keep track of items belng picked up and delivered to
malintain delivery commitments and schedules is an example of:

2 Identification and traceabllity—"
b Communication 6’)

£ tus;umerﬁatl;l!cthn e
\(\( L ath
: L]

A code, title or combination of those for a contract or purchase order can be used for:
revention action.
b Han:nnimmiﬂai\
t}\ (& Corrective adiﬁn
o Wentlication, 7
& Where there Is a requirement to be able to trace outputs, the organization should ensure
that relevant documented information about the identified process output is
a Retained and maintained.
b Maintained and available

'-3\_ c. Retained and avallable,
d: None

* The intent of — i5t0 ensﬁre that the organization fulfills relevant requirements
after a product or service is delivered, re:ngmzing that delivery does not necessarily end an
organization’s responsibility.

3. Customer satisfaction
~{blPost-delivery activities

c. ldentification and traceability

i, None

o

e Theintent of the -—--—eremeene.. is to obtain information about the performance and
effectiveness of the quality management wﬂerh.
a. Risk-based thinking.
_;h?lnlerna! audit.
c. Continual improvement,
d. Allof the above,

. can include actions to increase the consistency of outputs, improve
process capability and reduce process variation using Six Sigma methodologies; “lean”
initiatives; benchmarking and the use of self-assessment models.

3. Internal audit
_ bRisk based thinking
" (¢/cantinual improvement

+ Protective equipment to prevent contamination at a bottling company; appropriate air
conditioning and clean room environment for a hospital are examples of:
a.Competency.  _

b, Infrastructure
{ 3 Eontmimpravement
d:Planning:

+ Ata production location, the output per hour with maximum acceptable reject level can be
set as:

R I;ltﬂeclrl.rl!u/
< 1b;5mpe

¢. Policy.

e ——







|
T

Examples of relevant Interested parties include
a, Buankers

b, Customers
3 External providers
iy All of the above :
Lk __'_.-"'
Examples of relevantinterested party requirements include:
a. customer mqwremems :egarding conformity, price; availability or delivery
h. agreements with public authorities and customers

_Gindustry codes :/tj/q,sﬁadarﬂs
E?'MI of the abov

Py

Please select the correct answn?/
@The scope should be mainfained as documented information.

bh. The scope should be retained as documented informatian.
AThe scope should be maintained and retained as documented information,

Please select the correct answ
a Quality policy provides.a framewaork for scope
b*uuatiw policy prw.dﬁ'ﬁ framework for setting objectives.
c. Dbjectives provide a framewaork for setting Quality policy.

Hease select the correct answer: 7
4 ) Maintain documented informafion means the information contained in documented
procedures, manuals, fﬂr;p?:nd checklists,

b Retain documented information includes information contained in documented
pracedures, manuals, forms, and checklists.

Communication means ensuring that information'is kept up-to-date.

In pr{iér to establish the quality policy, inputs that can be 5gpsld’é;gd include:
a A clear understanding of the context of the organizati :

b. The arganization’s strategic direction, based on M vision; guiding principles and core

values.

£ The level and type of _Eul'u re improvements needed for the organization to be successful;
'-T:]:I Al of the above

i

Which one of the following should be considered when determining the risks and
nppur‘tuntt tes for the qua!jtv,r management system?

a-The external and | ternal issues

b-Refevant inter )41); parties requirements

{clath 2

o Management review

The actions that an organiza
a- Customer satisfac
{"E}The nature of the risk.
¢- Product design
d- arh

,avesting in new capital equipment to launch a product line where the return on investment
is unknown is an xuamgle of:

can take to address risks will depend on

b, Eliminating t fi;k
@ Taking the sk to pursue an opportunity,
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