atements is True/False. If the statement is identified

I| IRLLTLLAS
| Q1 (30 pts) Please state whether each of the follnwmg st s
| as false, underline the false part and then make minimal corrections.
1 ali P t
i f ali licy and quality managemen
| e InISO 9001:2008, the vision provides a concise statement of the quality policy ’]\\
et

ohjectives. ( ---ﬁQ*HL'E:_Ug__) :
e 1SO 9001:2015 is the fourth edition. ( »---‘-f.{‘ __________ ) )
ream processes; B sxica m)

e Detection-based system puts emphasis on products/services and the dow
e In ISO 9001:2008, the verb” shall” indicates a requirement. ( et bl D )

ron! sﬁd-ﬁ

] i i ' i Y 4 R, >

« [n ISO 9001:2015, there is a requirement for a documented risk management process. ( ---.,3"/ )

« The main objective of quality assurance activity is to produce quality into product and service during the

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

upstream design and planning stage. ( ------- 26 CA&---—)
. . - N 20
* ISO 9000:2018 are generic requirements that are sector-specific requirements; CﬁQ_f—_J},__?-___\_S_)
* Leadership and relationship management arc examples of quality management clauses of 1SO 9001:2015.

( iy Sugeork/ o ‘?<] /

* Total quality control is a prevention-based system. (
. \\‘\'\‘3

* Customers are not willing to pay more to receive better quality, ( S22€
* Issues can be based on external sources and internal sources, ((===en M@:-)

e Having the ISO 9001 cerliﬁcl:jty'rcgistration does imply that non-conformities at all stages of the process
)

will not occur, ( Aeega’t /.
¢ ISO 9001:2008 is the responsibility of the technical committee ISO TC176. ( ....-.ﬁté_{-_,.__.,)
to denote documents needed to

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

provide evidence of conformity with requirements. ch Bin J
* Liability costs are one indication of customer satisfaction. ( ,_“%M_j__j)

- 150 9000:2008 provides guidelines for managing for the sustained success of an Q:ganizatigré(

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

C\Q?_:_o\-\ 5

o e

* In inspection, there is a clearly defined closed loop with both/he
-.t!t.ﬁﬁ.ﬁ}.l )

product, and service improvement system. (

* Quality control is a prevenfion—based system. (_.ét
* InISO 9001: 2015, the “policy” sub-clause corresponds to tl]g planning clause, (- SLshQ)

Ve
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s The organization that fulfills 1SO 9000 requirement
s [SO 9001:2015 is based on a pr

is certified as:,n 0000" 2015, ( —2EL2M )

ocess model that follows eight quality management principles. (
o SO 9001 has been revised three times, (=== RS

pesta

« 1SO 9001:2015 replaces the term "supplier® by

service provider. (JL ————————— L2ty S = _\ {

» In IS0 9001:2008 the terms “exclusions and quality manual” are not used. ( 2235 }// ll\

s Cost, prmtu\'u-\ ity, and quality improvements are -We objectives. { - L“mﬁ‘&ﬁhl—g Vi |

e In SO 9001:20185, quality plan, qu lity manual, and di;u:mcnlcd procedure.are replaced by "Frgt_@_m_duuumznmﬂ \l
information ™. { Aesaedadrd. ?‘“‘ﬂ il s P I||

e |

o L evels of service is one of the qualitative measures of quality. ( -4 ~-—5‘--'19-5~~1f ||I

| o Certification is not the responsibility of 1SO. ( L. XA .._hﬁlg 5! ‘fm,:éwh I'I
' |
Q2: 10 pts. Please provide a clear and concise explanation for the following statements: |

i
o TS0 0001:2015 does not have a separate clause for p

|
srevention actions!. |
e |
&Qcaugu e l;ifedr-*'c.u nr}.ons wh gl r,."’_')l'g.(,._.,_l QI ‘lr.. \Dj_.,g A 1\,,..a\\ﬂ.-f—h" |I
(O
II .a‘ = ™~ "
e The ISO requirement for the position “management representative for quality” was canceled 1
= ; - ¥ = 1
Recouse = 3 50 s f':ci/“'ftcl‘ ‘e oe J a whole C[,ué'.ij HJ""%Q}ELEJ 33&34*’" .
| ias

| e [SO 9001 defines the conditions under which an organization can decide that a requ
|

U3
| Thf e

irement is not applicable!.
_ ; |
‘s o gu\)t"laus( [+ c‘-}usc.’ \_.t Me-’( \‘*hﬁ 0'33“‘1'}\‘\5\* CD- 5'\‘3’\:-

| ._..l"n'.:,'l..n J:,P '1‘\-1&- 'C'Clulr MC.-‘i -‘-5 U-t'}\ Q?Q\.‘L?/b\(\- l
s |

|
| s

e Quality assurances focus on providing confidence that quality requirements will be fulfilled!

| {33 applicdk (AN 1o (ﬂg’i "l\c KGD_MV -u‘h"d" QsSulc Wat

A R, Ao e s Pu\\E“.\\r_J_..-UQ

|
| IS0 9001:2015 can be applied in any: ﬁrgamgg on régarcue;i‘pﬁts type and products!. \

M o“é q'a.'l.J\ Vg U = |
9 3 S cd - ol 0'3 rcsan“ch s ‘198\:\3‘-‘1‘:\ C"’Q'CL.‘

o ? ﬂaxltfp
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-y
o The ppce of non-uality i igh. v}g-ﬁjy!

5
A& Qshry msuraﬁ:r is part of quality management focised on providing confidence that retuirements willLbe

B fulfilled ‘f_r._..;,;
_a Thechiective of 1599001 implementation should he%mu@__;

fanagement wA1em i5a ransgement system o diract and contlrol &n organization with regafd 10

C"I;;‘ E’,__"'fﬂ 'F Il‘!k' S M‘ b 'j'_fl.‘h'aa-‘!l

*  Conducive enﬂfanmout and complesity of the company delernune the @:}m for 150 5001
mphmm‘lmmif Hrﬂ| - T

= Improved control iml elrmination of ermors ane some af 150 9000 qmluw_w._{ﬁn b;ngﬁ







* Protective equipment to prevent contamination

qualih,r policy -

Market stability is examples of ~——-emeaeeeue .

Competitors )
® Effectiveness N

room environment for a hospital are
a. Eornpetent:y
b.Continual improvement

External providers are examples of -
a. Ghmctive

b. Customers

The 1SO 9001:2015 does not refer to

organization's quality managemenfsystm
a. Docu menhed information
b. Context of the organization

-in relation to the appli

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

The - enables an organization to ensure that its process
that opportunities fur improvement are determined
a. Processapproach

b. Quality Management principles

of ﬁrududs and Hruite!.
a. Process approach:
b. Infrastructure

Scope




&.&[’l‘lﬁ.ﬁﬂl}n LA
,u;: IR RO

section; 1 /101)

(50 pts) Please select the correct answer. N

- i
AQL is one of the quantjtnth-c MEeasures of ——eeeeee ,f/
(alQuality mﬂﬂagerﬂenl system. ; /
b Leadership.” 2%
c. Productivity. :

Customer complainis are one indication of eustomer ———————-.
3. Requirement.
.;_EjSatizjzﬂmn
c. Dissatisfaction.

Quality management system development is one of the characteristics of ————————=.
a. Duality assurance.
b. Inspaction;

j TOM, j,'}'i-._
Teamwork is one of the characteristics 0f - —_—
a, Quality assyrance
E._.Inspec ia
[ _thf
A -—————— prganization puts considerable effort into anticipating the futare
expectations of tl'! cuntnmen
a.Industrial.
b, Profit- fn:u!.Ed i
1'_5:_; Customer.f fotused P \ .
4. 150 °9001:2008! g

Mystery shoppers is one of the mrthods for Inrruﬁii;g the level of ————
a. Customer satisfaction”
¢ h;tusmmer contact.
o Quality assurance
d Al of the above.

thereds a clearly defined closed loop with both negativc and positive feedback

into the process, product, and service improvement system,
a.Customer satisfaction.

. Cu ﬂm‘ner perceptions.




The quality e

1':-. Policy, Dbj&lilw'Es. e

€. Scope, policy.
'd Policy, scope.

In ISO 9001: 2015, the «
rllmpmvement.
b/ Leadership.

c. Performance evaluation,
d. Support.

policy™ sub-claue corresponds to

- 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

 { S— oo sub-clause, top management shall consider actions to enhance desirable
effects and prevent, or reduce undesirable effects.

a Actions.toaddress r rtsks_ anﬂppuﬂu@éff

b, Planning for changes '

¢. Designand development planning.

fﬂ;Determining risks.and oppartunities.

i "« The results of data and information analysis and evaluation does not include
a. Actions to address risks and uppm:t:: muns ‘ L
b.conformity of prnduns and speni- 2 . 3
L. L parfarm-=-" B pnnwders e : 8
greeol clistomer Eatisfa:tmn /,/"" |
e e framework for the Introd uction of TQM I8 -———c—eeemeu mMADDET.

S1ep-by-step. )
ib nc:tpa how-10 8§ e and prescriptive

{’jg.a' not a how: tofiulde and nunprpgcnpﬂue
d: ﬂ how- tﬂ-sl.ﬂde ﬂnd m‘-nnra-rrnm-m.:.

is the foundation in the framework for the introduction of TOM.
e The——=run dation |

‘g’ Urganulng
b. culture :han 3
c. Sv.rstemﬁ and technigues.

A=l
L I.--unl.r-mnint CIC B PR

The use of & formal quality !yll:m belongs 10— e [0 the framew ork Tor the

i,utrm.lul:linn ﬂfTQM -
a ﬂrgani:mg
o, culture cha _
o) Systems pfid techniques.
:I Measuremnnt and feedback,




-

e

1 150 9001: 2015, the “Internal audit” sub-clause corresponds to —-—-———— clause.

5 improvement. , c. Operation,
@erfurman evaluation. d. TQM.

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. CuStomer focus

= Top management shall establis
setting quality objectives,
a.Broad Objectives. ¢. Internal audit
Quality policy. / d. Scope

-

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

If th anizati i i i
] e urgm.u.atmfl h:IIS A statement in its quality policy to exceed its customer expectations, then it could
ave a quality objective relates to ———__

(3) on-time delivery . ¢. Productivity
(Blcustomer complaints d. a+c
[
* Examples of_ e include resource and operational factors.
a. Organization knowledge c. Weakness
Internal issues ,./ d. External issues

* Examples of relevant interested party requirements include:
a. customer requirements regarding conformity, price, availability or delivery
b.agreements with public authorities and customers

c.industry codes and staridards
(@)A1l of the aboV
s Quality policy should be ~—-—-—---. -
@maintained as documented information / 1 @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 i
documented information about the identified process output is ==—----—- - — b tnis oS %56_1 e
a. Available and maintained. Retained and available. eVvict B
b. Communicated. S d. Intended for change.
» Managing for the sustained success of an organization is -——-——
3. 150'9000:2015 c. 150 9001:2015
@JSD 9004:2018 d. 1S0 9002:2016
B s ---- 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. ath |
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* Ina courier sarvice, 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 \dentification and traceability — ;
B Cammunication 6’1
» G Customer satisfaction 2

o et e

i

* A code, title or combination of those for a contract or purchase order can be used for:
Prevention action,
b: Nonconformities.
u’ﬁ Corrective achcm

X Tﬂﬁﬁﬁfﬂum ../"

+  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.
5)\\ c. Fetained and dvai!i’llblle.
d:None

= The intent of —~- 5 to ensure that the urganiutiﬂ_n fulfilis relevant requirements
after a product or service is delivered, recognizing that delivery does not necessarily end an
organization’s responsibility.
a Customar satisfaction
o ﬁh.'Pmt -deliveny activities
c. Identification and traceability
d, None

* The intent of the -—————— is to obtain information about the performance and
effectiveness of the quality management ﬁ'p*steh.
a.Risk-based thinking.
b internal audit.
c. Continual improvement.
d. All of the above

E

can include actions to increase the consistency of outputs, improve
process up:blllhv-and reduce process variation using 5ix Sigma methﬂdulng[e;;_ “lean”
initiatives; benchmarking and the use of self-assessment models.
a; Internal audit
b. Rnsk based thmkmg
< (g/Continual 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
J buinfrastructure.s
RXE e EontWrwement
\ d.Planning

* At a production location, the output per hour with maximum acceptable reject level can be
set as:

2 pbjective”
(b/Scope

¢. Policy.







t_q_—_ = -

N Examples of relevant Interested parties include
a, Bankers
b. Customers
¢. Extemnal providers
& All of the above

o
g

-

: e _ =
xamples of relevantinterested party requirements include:
a.customer requirements regarding conformity, price; availability ot delivery’
huagreements with public authorities snd customers
c.industry codes and standards
X d/All ofthe nbrwr.'"/

1

¥

“u Please select the correct answer: -
@,}The scope should be m ained as documented information.
h. The scope shouid be reétained as documented information.
i@'r"ih‘e scope should be maintained and retained as documented information,

" Please select the correct answer:”
a Cuality pelicy prwn:?z’é: mewaork for scope.

uﬂuanw pn‘nc',r provides a framework for setting objectives.
| ¢. Objectives nrovide a framework for setting Quality policy.

=,

«  Higaseselect the correct answer:
@',. Maintain documented information means the information contained in documented
prucedurm manuals, farpes; and checkiisis.
B Retain dmumenled infarmation includes information contained in documented
pmcedure; manuals, forms, and checklists
. Communication means ensuring mat information iskept up b date

\'\
S In urﬁer tn z:tablish the quality policy, inputs that can be cupstdmd include:
a A clear understanding of the context of the orga mzapﬂﬂ

| b. The u:gani:mr::-n 5 strategic direction, based on @r);lu"nn vision, guiding principles and core
l values,
| ¢. The level and type. of ;m:um improvements needed for the organization to-be ;uccessrul
I : '-Elj Al of the abwi_,

by

| +  Which one of the following should be considered when determining, the risks and
| nppumnltms for the quality management system?
a-The external and Iptérnal issues
b-Refevant inter ed parties’ requirements
{ciath
d- Management review

" » The actions that an Mganha
2 Customer satisfaction.
T.i The nature of um r sL
¢- Product: dl!slgrl
d- -ath
o .vesting in new capital equipment to launch a product line where the return on investment
is unknown is an tuamp}e af:

can take to address risks will depend on




























£ ki
dfnibioe




T i) aill Bogslan
e 1o i 120 Pl

O R | Pl mew awives § s baller

- gk = 4
. Heaill ]
SEETiF i s
" L L =
- ¥ 1aEE i
=
For
B Ry aswrarETe g

i g e

i fa

W o b sl
il 2k
L i
'r._
FPRB0) aned by Gl
-
¥ five eime
{u ®
L char
=

¢ Kt

bl b apprORIA

wes whall B

i T orgy semas
sty ARt { e 1 fa—

A ik
B il PisL

e B0

R
e

I T (Pl paaes B8 Sl e

e

grarre il eaiat im e o= aw i) B ul pmal rrans ST

s
o IS

¥ RE X T L 158 =l
Lill§ =

At ¥ (L i pES T oY t

b i 4
I
r i
P i =

. ' T g
b s et R WO} ® rou
LT | 5 iy -

i o i W i
f
LTI
- ,
L I o S LS el
Fga i i
epglety Gpm o 4 i 1 fo o= i AR mﬂl.‘-m
£ - ay F o s Y -
|
i r :'\. [’ 3
1

.|I-||

,i.-l_-l'r.!;

Fooniet, U

: tal 3 i Fha gttt B e STt
'] [ 9 . =
- e T4 L
- |
ke amd comtipual IpIECIeR

Trae

priale ol |

3 . i TR
Yecis of tet eco o maiag M

- ;..'._-'.l,,.:‘. rotndil

rdcrod, whitde gormty



a4~
w B |

The freimework for this T
‘ -M- 4 Vo T1TAAS
alul m
P riptive

]]TI." T e i’m -".' = e e
B Wesioms aid it

s el |

i “”Eli-i TINA Qual iy Syam b Khactlon of 1M
 dviemsand S ey | .

(LT

Yp




| T il

policy, - (LT
la) avwnng

-
Fu 15O L0l peysirgiments, the we
a) shal ) Lpe
LTSI F T l.‘ ,. —_—
() Clualty maneg o & )
sircab with truth ag '. ik
i w0l ObMET -L

Total uality Imgp

-h. BABMNOA avsignl
,‘q j.

in level

and dirsction ﬂ

.W"- : - — ._.._.
Lirvel ST

L_ i)

e
_._‘- e

&




L

{nu LLER AR LY
d) suppor

Internal t‘h.‘irlt‘ i TTa S

> rtdmpl: u[r._—.a'..._.

1 i - ,__I@ D“T" il

ae of bt § M8

ol g

grnimy

® to Interestvd partns
. {d} record

penl or  ofigaly ail v e

. (“m...

L re—

-

: _|-| ?“rg‘rn,..r i
L ..- pent sy stvins
¥/ i _tover
e r\--,.l-q" v hnl.“.-._.

;l: ok "-—"15! '










y i.fmfuhhitj’lﬂﬂﬁ-’ll_l__ omal I
‘,. o affect Organizat '8 ability
. ensire (e e
wonformiy of jis
prodiss

*  “documentation, duality manual, do k
S012005

]

st

by 'V..
/ 10 150 9001 3015 plieter




