Q1 (30 pts/os) - Please indicate whether each of the following statements is True/False. Correct the false part.

B AHaving the 150 9001 certification does not imply that non- _conformities at all stages of the process will not occur. ~T .
— |

-n.-\J""-) |
ﬂFD should be considered once the organization has taken some 5teps Lo imprave quahw%@” E‘fenchmarkin'g
ges —J-- |

\Changing process methods to improve trends in non-conforming output results in the need for €

\For those organizations developing a QMS for the first time, an internal audit should be establ‘sh/e:i lk&)
—_— jltﬂd‘tj LR

® Strategy and innovation are examples of opportunities. Bl :/Dll)”‘uedmemal Issues

The quality manual in QMS is considered Level 2 document. False. {;‘éﬂ !i)

|SO/TS 5002:2016(E) provides guidance on ISO9001:2015. ’732< Does not provi
( Ise/re. |76 }

|s 150 9001:2008 is the responsibility of the technical committee 150 176. Felse

e There is no formal requirement in (S0 9001:2015 for risk assessment.—ﬁ;l/ £

e In 5090012015, the “policy” sub-clause corresponds to the ead ership clause.

|
- .|L:I i ’ e o I
|'lI / . S o |-
- e S dnie )

-5 Inthe interrelationship matrix, an empty co lumn means that the HOW is delivering value to custome
!= Thetree dia ram indicates which technical requirements

s {Filscs ey (Carelation wotrix

] Appm;ﬁﬂ aTr cc‘mdttmnlngand clean room environnfent far a hospital are examples oflnfra;&rﬁre -—j—:.n

ons to address risks include adapting new technalogies and seeking new markets. Fg;‘ff(ﬂffm’fwﬁ €«S]

cate the QMs will not achieve its targets are failures of processes, products, and

ipport another, which impede another, and which do neither. -

> Act]

# Examples of the risks that indi
services to meet thair requtrements Fadse- (ﬁ‘bJeo{-; ME,S]

. The certification h‘o_dy specifle

‘management: system,

s the different types of documented nformation needed to support its quality

'-i_f-.séfn"a e o

‘An external hyﬂj{:_i's_"‘:_‘,i;bnd_ﬂged on the existi

Internal a dlt
ng OMS before 15O SC01 Imp! emenraw @a.p EW“' 5‘3) Felse

;-fl'n'QFD, the téc'ﬁﬁi_éﬁl-ﬁéﬂuirernents are the design specifications of the product or 5erﬁ“‘<Fﬁiﬁ$€_‘iﬂj 1§ fﬂ-#:}',g,fs )

v
marking provides a best-in- class model to be adopted, or not even improved o F & f‘iﬂf é ever)
»  Promoting a customer focus is the responsibility of the assigned person for communicating with custo e F‘ﬂs elrue

o |FromolLing a Chatuilis ° fop mmh-yiﬁ-dﬂ!-)

OCesses, ds apprapruate,ulo ensure the effective
&
(adnl) |

‘Benchi

objectives should be established at all functions, levels and pr s
nt of the. urganizatiun s strategic diredmn and its quality policy. ,CB_ SE IL

“nization, then top management refers to those who direct and contral that
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benchmarking

Internal Issues

Does not provide

Internal audit

True


Afocus onon-time delivery petfarmance provides information on any necessary actions o
customer relationships. - Lafse ( 54 qu}r:“-.{. .w,L)
— - - & - (|

f the expected results are not achieved, then a PDCA cycle should be followed untl
PRI M0NS Al mt, ===y ) ~~_ consistently

" ;
fenrerall J

accountabilityf2b« |

Authoritia Tl g IR -I-\_ P _Acccain b by
HINTIMEs and responsibilities can be delegated, but the authority remains with top manggemef
S—— vty b

- ::
oy O o .
L P s . 5 - ¥ aLFES il et e
Relevant experience and reputation are among the factors employed in selecting a registration bﬂu"';f-"']; { L

Th " . £ mansgan
'he benchmarking ensures that the organization's processes are adequately resoueced and, managec
Opportunities for improvement are determined and acted Qnﬁfﬁt(m C;r'ch’.'..)

Enhanced quality and sustained success are achieved by meeting the needs and expectations of the interestad o
over the lang term——- '—r\ consistently

The object of benchmarking is to discover processes to make major changes that should be approved by managem ent— 7T

Communicating quality policy includes notifying manufacturing persons about expected reductions in scs 5-‘_': ..
. lity Objective
Benchmarking compares your process or practice with the target company’s best-in-class process, practice, or

product.- u,—.?v-w’\ without product

In determining the application of requirements in ISO'9001, the organization should consider each requirement
and just decide that a whole clause is not applicable. e . subclause not WEI{'OE'e clause

When examining its scope, the urfganizatrnn.shnuid first determine and assess the potential risks to the QMS
associated with themi——=-><— opportunity

b : either positive or ne_q_e_ltive
External and internal issues can have positive and negative impacts on the intendad results of itsgg& e

Conformance to (S0 8001:2015 requiremeants req’;ﬂms planning and implementing actions to address risks and
issues "F:") o
e O, POy tiin;fies v

Conformity to the international standard may only be cizimed if the requirements determined as being applicable

do not affect the organization’s srabdut\,'.-----’f-'-z_j\,:/ being not applicable

Setting quality objective
A policy shall be'established, implemented, and maintained to grovide a framework for se NE SCOPE .~
[P

QFD ensures that risks are determined, considered and controlled throughout the design and use of the quality
management system. —T_:r Risk based thinking

3 % o
External providers and employees are planning matrix (r’ﬂ'&.l’f{? L interested P‘l*'ftfﬁsl (€

F i

information in documentad procedures, manuals, and checklists is maintained documented -r-'c-\r?a‘ccf (L fé Fa

e

’ W ."! = A, - N ) S /

The organization's short-term direction and core values are inputs to 150 9001:2015 --FAU3E [ =~ Frit oo b -'IL pod [
. The nature of the risk

The actions that an organization can take to address risks will degend on the nature of the opportupity

e e

— -
el b

' e
DRy Of At

- ( :e_',‘z.JiJ entiol ‘;E-Lﬂi.‘b‘u tooh



consistently

accountability

consistently

Quality Objective

without product

subclause not whole clause

opportunity

either positive or negative

being not applicable

Setting quality objective

Risk based thinking

T

The nature of the risk


‘customer importance of the need and its improvement factor, =17 (cp &jm Y

ide Sracteristics custom:
i QFD, technical benchmarking defines how an organization plans to provide product character i
v

need ----df.fndh 40*36'}%(15/{,{1‘{1/
: Zhe ( F&fﬂ:“ )
In 150 9001:2008, the verb” shall” indicates a recommendation. -G ===

in the telecom industry rfJ'K—iI_;)-y\YH'-v.;.‘T_F

A logistics company can henchmark a procgss or practice

A sales point of 1.5 sales-point Increases the overall weighting by one and a half again bey6nd that indicated by the

g ;

- ' = b ick J‘ .wfﬁ lJ.rJ’-v,,r",'_;,'-f :d-ll
Investing in manufacturing technology under unknown returns is an example of avoiding ”%&’é;ﬁ he ik ;
T._-".".""". u*""mr f-?,;i ll/-carf ¢

Relevant documented information that traces outputs of a process should be retained and availabl
J e & ol
i oppur‘tuntty.—-%f’i‘-{ gy
Quality Objecti Lfﬁa e |
In QMS, the processes for productiorand service provision should be determined as well as Internal 2udit, 10
management review. C/*r—j
e

Output per hour of a production process with a maximum acceptable reject level is 2

[50 9001:2015 requirements are based on 7 clauses and 10 principles. --éfﬂ; Felse

e
5

Documented information cannot be changed and dgv&loped as an organization IMPrOVES its processes and i
quality management system.——Fg (s e )

i
Using documented procedures to assist persons with less experienics is an example of risk sharing.@?"‘f"hﬁ?
————————

! risk, |
The format for the documented infarrmation is decided by 150 9001:2[}15.‘-{63W-“”"" Felse |
The ﬂ"__’f?,"lfr requirements room of the HOQ is sometimes referred to as the voice of the company, %ﬂi»}u’“ “"{)
7lse.
IS0 9004:2018 provides guidelines for managing for the sustained success of an organi%é—-lnj |

Certification is the responsibility of 150. E;?_:]\_}LCertification Bodies |
|

QM is a specialized metheod for making cystomer wants important components of design and production of

product or semice.t?i_aj.sdf) D |

e

/___.



T

Quality Objective

Certification Bodies


| =i Performing alternativ dations and compa
:-' (a) pospd
(b) Melid:

| (a) Al
(b) :
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T EXAM3 N

Infrastructure and the or} B_"I.Illlﬂll()ﬁ s different sites and 1 activities s should be considered in dete nnlnm&l the ==
i A el
L a. Quality ..hhtl.\.n. b, Quality ality poliey. [ c. QMS [ d.) Setpe,
ALY o INALES, 218t

[ & does not provide Il:lll_d\l:il_'l.' b.  applying 1I|. L!'.h _'_f)r),.h_ﬁ “d. is the guideline |
‘ on IS0 9001:2015. requlrement s |~ for auditing |
— - | —
[tis up to —==-- to specify the dlf[L‘l“E‘l‘lt types of documented information needed to supp <,~|1 its  qua ity management system.
.E Quality objectives. BT IS0 9001:2015. [ c. 150 19011:2018 iﬂ. i zation ]

~==-=-=—— is conducted on the existing quality management system before 450 9001 implementation.
a. Certifie ation. b, Quality pﬁln.__) |@ ln._,mﬁ‘J audit ] d. Scope

If the sc cope of the mar nagement systﬁm cavers only part of an organization, then top management refers to those --

k“'l\l o directs and Q-;ﬂtzly/thru b Certification c. Leaders of the d. Top management |

L part of the organization. body. organization |

The outputs of SWOT or PESTLE determine ----———. 4

| & Internal issues, | b. External issues. [{c—) ath L()«H:" Risks and opportunitie:
\

Adopting new technologies and seeking new customers or.-markets are actions to address ---—.

L__ a. Internal issues. [() l‘lppf.zru“\-_u 5, | ¢. External isgu,,};, ] d. Risks. =r

\

The failure of processes, products, and services to meet their requirements are examples of the ns.ka that the QMS will not
achieve its —-. .
|_n Quality pelicy. _‘j b, Sc_-r..-_pu_ _ [ c. [S09001 :2015. L C;kj/{_]h jectives,

”
Changing process methods to rnpmw. trends in mn conforming outputs result in the nced for —-=
[ . Quality policy. J\L)Lhr.r-m 5¢” | ¢. Brainstorming Risk a 'm.r,.'_

Communicating clear requirements for products and services is a way to create ----,

p. Establish | b. Fora steering c. Establish quality I/[Aj Create
! scope. : I_ committee. pelicy. }1; —__awareness
Risk-based thinking and the ----- are considered designated for specific processes in determining the persons needed.
4. Process b. PDCA. c. Internal and external |(d)\Responsibilities and
approach. issues. : authorities,

Bend*jmm king libraries and awareness sessions are used in determinifig, maintaining, and making -- available.
. Ruality policy. | __b. Awareness. | () anizational knowledge J d. Competence,

Evidence of employee's competence is ----- documented information.

| . Awareness, ](ﬁ) refalngﬁ/ ‘ c. Ulganudtingﬂ_l_ knnwlot._h:r_- | d. maintained
For those organizations developing a QMS for the first time, a -—--——--— should be established. »
[ a. issues ‘ b, Scope | c. Quality policy. ‘. (d7) Steering committee.

~—---- is attained when persons understand their responsibilities and authorities and how their actions contribute to the

achievernent of the organization’s gliality objectives. - o
| {(_c}) Awareness, [ l;/Opportuni'ues. | c. External issues. | d. Inte ]Hrll _issues. E

A
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-

Conformity to the international standar
d'may only be claimec if the requirements de inec i icable d
not affect the Organization's qninht}’ L ¥ " fequirements determined as not being applicable do

n 1 a L R —— - _im e =
[q‘ Hm“.“ the nonconformity (Rlﬂj CHSLr G 1|ll w o) 1Iurn|| i T T d ALl
__(.il__l_‘: sary lces i - “of ity product aat e ERnLomn; j
— i T A me-—, _— =
Im ISO goo1: 2015, the ‘Intcm.u audit” requirement COrTeSponds to -------—------ clause, -
"L“ Pey l.|. MANCE B3 &l uation, !_ ll_. 1‘:\'-\]Uz!1.itm, ’ “_Iﬂl""f"_i'"{“_- ' [ r|._ I_’r e ""'_”__}_’ﬂ":_' d .svs lrm__
T"E ITI&!_‘\gemenl Nh."l]l (‘q“hhi’h UnE]E‘I‘Il(—,l‘It and maintain a ---—-----—-s- Th’li’ provides af fr am{-\-work {Ur setting ——
#, Obipctives, Lh L),lrﬂ 1ty policy, T_ . ieutiag d. Scope, objective

|_ - j)l‘k!l“\".

ob 1ject [vpg i

Actions to enhance desirable > effects and prevent, or reduce undesirable effect.s" are considered in ------ -clause.
. a. Leaderst ship. | b Customer F(_) Acttons to address risks i d. Determining risks ar
P o - il l focus e/t.nri opportunities. | opportunities.
Agreements with public authorities and industry codes and standards are —------———---- requirements .
' a. Resources | b. infrastructure ]@/ nterested parties | d. Internal issues
__The reguirement for applicability of the ISO g001:2015 shall be addressed in —--—-—--—- :
L!-':‘-. ermip#ie the b, Internal and c. Context of the @ Scope
scope 1.‘,1:/1}"4‘- QMS external issues, organization. ' -
Economic and political factors are = --—--—--————- y
] a. External risks | b. Responsibility ¢. Internal risks |@’H}:tr}i'rfzi issues
e
Resource and operational factors are ----------wreeee-- ; d
b ? ] int -'}'}'WEFSUE.\' | b. Scope | e Grgarization koowledge J_ d. Interestee partis =
External providers and employees are —------------- o
| a. (Competent persons J b. relevant | ¢, OMS lll(d.l/iﬁtere.q ted parties
o
The scope of QM5 should be kept as -----—--—-- documented information. B
[ {’% al"\ed ] b. Retained | ¢, ath | d. Applicable -
The quality policy provides a framework for setting the ---- -
a. scaope | b. QMS J c. lissues _ !lf(rl) objectives
Information containied in documented procedures, manuals, and checklists are —-—--- — documented information
(’) antawt‘/ | b, Retained l C; L}nt nually changes l d. lf\tm:r and date
The organization’s strategic direction and core values are inputs to =---s—---—, 5 U
a. Scope J b,  QMS I ¢/ Quality policy | {]) objectives
The ————muic are considered when determining the risks and opportunities for QMS.
[ a. The exter nal and b.Relevan!l inlerested ¢. Negative and d.)] ath
internal issues parties’ requirements. positive risks
The actions that an organization can take to address risks will depend on ---------- ~
: a. Customer b. nature of ¢. Product design '(J The nature of the ri
L satisfaction. opportunity, 1

S,




sting in new capital equipment launch a product line where the return on investment is unknown is -=-
a sharing [l kg T | & Bliminating the l 4. Avolding the riss
{ | |
u e *in oppordunity \ :
#tion about the identified process output ig —-
- - : . e

vintarn

wlabl

reject level £an

it per hour witi the maximum acceptable

|L'»:‘_--"r.\., f

pioyed to understand the —--—----

5 other processes suchas =

nISK—D 0

thinking.

[

2015. the persons doing the work under

uality management

imented information ca s an organization impic ! SyS
i :, cannet be changed (4.) effEns

nged hut

¢ ——- should establ
“or Ll leavl
of planning and action required will v
! rcels)
in 150 900 to Use forval-rsltmeny
4001 20616

@o{wﬂ\ (isk \r_\f\ﬁ”n_ﬁ;ljlfmwpl. :




Enyironme ‘rlrl' faclors | d. U] portunities,

£

¢ Infrastructure and competence of persons %amﬁlm of issties. i :
acdotd ! LSS L =2 4 L il

Risks. | (b)) Tssues
WDy =L L

e Strategy and innovation are -««----~=—--, / - | L o . s —
) 1 _[ c. External issues d. Risks and opportunities.

a. Opportunities, I:{ 1r|l-‘th

W = — e

| 15 H\li‘

L — - — e -

¢ The -——- ensures that organization processes are adequately resourced and, managed and those opportunities for
improvement are determined and acted on. -
a. Risks-based thinking. [ b qus

| d. External iss ues,

* Enhanced quality and sustained success are achieved by ---—---—--— of the interested parties over the long term

#.) Consistently meet jrg b: Frequently the c. Communicating T d. Continuously mesting the
‘ the needs and . needs and ! quality needs and expectations
expectations. expectations. | objectives. N
«  Notifying manufacturing persons about expected reductions of scrap is a kind of -—--—-— Zile —
| : : % e BT P . ” x - 5
! a.Quality poliey. b. Planning ¢, Opportunities. O frnr 1g ‘quali jecti
‘ changes. N
| & When examining its ----------- , the organization should first determine and assess the potential risks to the QM5
' associated with them. s/ -
! i == 7~ : — 71— -
| a. Internal issues, |§ r_‘_) Hup p’/:. ities. e R ,l.« ard opportunities. [ d. Ex ternal issues.

necessary to achieve or improve o

i a.) Luslomer Latislaction. b. Risk
i ! e | D

o

| e i the expecte‘d/ results are not consistently achieved, then a --- approach should ba follewed until customer needs and
| expectations are achieved. : =
| | a, Customer satisfaction. Jl (h PDC&” [[e. 8 SMART | d. Risk-be

=  Although certain authorities and responsibilities can be delegated, the — remains with top management.

|
i I' a. Responsibility |/L) "mm.r.,f’:\lllt‘ | ‘c. Authorities l d. atc.
[ /
| @\ Relevant experience, fee structure, and reputation are among the factors employed in selecting ---—--—-.
‘ [ a. Resources. | F’)n Regdstration body. | c.. Leadership ! d. Competent ps
i
! = The external and internal issyes can have —-— lmpas:ts on the intended results of its QMS. P S
! a; Negative only. b, Positive only isitive and 2 | d. Either pesitive or
|
, __negative J negative i
| ) S eaes
| = Conformance to ISO 9001:2015 requirements requires planning and implementing actions to -— =
| a.. Address risks a:ﬂK @ Establish ¢. Retain documented | d. measure customer
' opportunities. aquality policy. information. I sati n
s The organization shall determine external and internal sources that are -—-—-———---—-- ;
[ a. relevant to [ b, relevant to its ¢. Risks and
‘ its purpose. 'l strategic direction opportunities

1’2/




EXAM 4 X 15

University of Jordan Nam
Department of Industrial Engineering ID:
Quality Management Quiz 2/4/2024

(40 pts) Please whether each of the following statements is True/False. Please correct the false part (only the
bold-font text)
cUSLOMET Focused
arganizagion

@ Industrial organization puts considerable effort into anticipating the future expectations of its customers.-—-
; N % ; F onfdc
* Mystery shoppers are one of the methods for increasing the level of customer satisfaction. -.E_%{_-_-

* In a predictive system, there is a clearly defined closed ]e%ol_pl g\ﬁiﬂl bte 1 negative and positive feedback in the
process, product, and service improvement system. SERNELEN S Ay

Before ISO 9001 implementation, it is important that an external audit onducted of the existing quality
internd) au ,bj 3 ified auaror

management system by certification bodies. —+--<5"
Fee structure, reputation, and rel)e:?ﬂ/ﬂperience are among the factors employed in selecting accreditation

bodies. — ———Certifitacionbodies,

* Eliminating errors, customer complaints, and no onforming products are the main advantages of
implementing ISO 9001. ~——--————— Reduction N gTror

* The main cbjective of quality assurance activity is to build/quality into products and services during the
downstream design and planning stage. - u perre

Having an ISO 9000 certificate of registration does not imply that non-conformities at all stages of the process
will not occur. - 150 9

“Documentation, quality manual, documented procedure” i 9001: 2008 are replaced by risk-based
thinking in 1SO 9000:2015. -—--—— document in formarion

* Itcosts five times more to keep an existing one than to attract a new customer than, E&/

; e campiementary ,0stk” .
Cost, reliability, and quality improvements are not complementary objectives. a”/ ) %Pf“ tu CRII ™Y
ind proveme
A quality management system is to direct and control an organization with regard to the eyim{men_t.

quant
* Detection-based system emphasizes products/services and the upstream processes. ?m-{‘m/'ba“d sEem

ISO 9001:2000 i the fourth edition., “tp%/
2

Quality is not negotiable and leads to better performance in the marketplace.——--—-—<"--- -

The cost of non-quality is high. A related cost is warranty costs. .._],}b”)tj COSY .

Quality control is part of quality management focused on fulfilling quality requirements. __.Iﬁé_
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il
*  “Use of quality costs” is performed in the quality assurance to the management of quality. —ré--m.

“Policy deployment and teamwork” are features of the TQM approach to the managementfﬁ%amy‘;—[-_

" revised every ¢ years '
ISO 9001 requirements are published every 5 years, -——---———--— J

* Crosby defines quality as conformance to agreed and fully understood requirements.-
150/ 7¢ |
ISO/TC 167 prepares ISO 9001. -}_-.»--.I.E/

150 df,\iﬁfups \standaids 150 18
SO is a worldwide federation responsible for certification of 1SO 9001 standards. ~RUETETFONSIbIE fOT Cer Eifiarion

iS0_1401 2008
ISO 9011:2018 are requirements for auditing quality and environment systemsyz-li—--—----

)] anual .
* Quality procedures are termed the Level 1 documents. - 4l n'l_‘gufal

ISO 9001:2008 implementation should be a marketing decision. -

. g principles, I
1SO 9001:2008 includes 8 requirements and 7 principles, -

: e ; uang
AQL is one of the quantitative measures of produch}uty --j'----l ——— / l
accion

SaLy
Customer complaints are one indication of customer dissatisfaction. e

455Urance
Quality management system development is one of the characteristics of quality control. ~—————--

: . QM
Teamwork is one of the characteristics of ISO 9001 management systems.

principles
Customer focus is one of the requirements of ISO 9000, ----mmenlee 22

150 9001:2015 should be considered a minimal requirement.

accredi v cerr-pca rion bodies.

Accreditation bodies certify certification bodies.

6 month s
= ®For registration, the management systems have to be in efficient and effective operal;ié{; for at least 3 years.—

, o ‘ Yanned
* € The certification body will continue unplanned routine visits after certification}s/ for 3 years, twice a year. penne
* Good/excellent is the quantitative measure of quality. b AL i

A : M and
Quality control and quality assurance are prevention-based systems. Mﬁ




EXAM 5

The University of Jordan
Department of Industrial Engineering
Quality Management Midterm Prof. Al-Refaie, A. Name:
ID:

Please state whether each of the following statements is True/False. Please correct the false part.
* [SO/TS 9002:2016(E) does pot provide guidanee on ISO 9001:2015.

* The external and internal issues can affect, gither positively or negatively, the organization's ability to achieve
the intended results of its quality management system,

* The extermnal issues related to market factors; such as market share, similar products or services, and supply chain
relationships shall be considered. ——————

= Participating in relevant associations and benchmarking are activities and methods to understand the needs and
clations of relevant interested parti

* The organization should determine not only the processes for production and service provision but also other
processes such as internal audit and management review, o

* Internal issues related to organizational knowledge and resource factors shall be considered. o

» While ISO 9004:2018 focuses on providing confidence in the crganization’s ability to achieve sustained success.

®In WM the organization should consider issues such as the infrastructure of the organization
and the organization’s different sites and activities. —

* The organization should consider each individual 1SO 9001 requirement, and
is not applicable.

= [SO/TS 9002:2016(E) document assists users jn applving the OMS requirements of ISO 9001:2015, ———

= Noticeboards, screensavers, by the organization’s website, or during routine meetings can be used to communicate
the quality policy communicated.

= It is up to the organization to specify the differemt types of documented information needed to support the
operation of its processes and its quality management SySIEM. e

* Industry codes standards, and policies for employees are examples of relevant interested party requirements,

* Relevant information developed by governmental agencies; reports on the current and future status of the
organization’s industry sector should not be considered as documented information.

* The established quality policy should provide a framework for setting objectives, e
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* The inputs to establish the quality policy include the orgamization's strategic direction, based on its mission,
vision, guiding principles, and core values: expected degree of customer satisfaction. - - —

» For ISO 9001:2015, responsibilities and authorities should be assigned to ensure that the quahty mdnagemem
system conforms to ISO 9001 requirements for specific roles: internal auditors. - —

* [f the scope of the management system covers only part of an organization, then top management refers to those
who direct and control that part of the orgamzation.

* In determining risks and opportunities, the organization can consider using the outputs of techniques such as
SWOT or PESTLE. & £ &0 S

s Although certain authorities and responsibilities can be delegated, the accountability remains with top
management.

* When examining its opportunities, the organization should first determine and assess the potential risks to the
quality management system associated with them.

* A focus on on-time delivery performance and customer complaints can provide information on any actions that
might be necessary to achieve or improve customer satisfaction.

» If the expected results are not unnsmenl]y achieved, then a FDCA approach should be followed until customer
needs and expectations are achieved. - ———

® The output per hour with the maximum acceptable reject level can be set as an objective at a production location.

* The actions should be based on the potential impact on the conformity of products and services or customer
satisfaction. — -

* Examples of actions to address opportunities include adopting new technologies and seeking new customers or
markels, — e

®* The guality policy shall include a commitment to continual improvement of the QMS.

* Resources to manage the noise level in a factory so the operators can hear process sounds necessary for process
monitoring is an example of infrastructure.

» Quality objectives should be established at relevant functions, levels, and processes, as appropriate, to ensure the
effective deployment of the organization’s strategic direction and its quality policy, ——

* The intent of actions to address risks and opportunities is to ensure that when planning the QMS processes, the
organization determines 1ts risks and opportunities and plans actions to address them. - e




» Benchmarking libraries and awareness sessions should be considered in determining, maintaining, and making
available organizational knowledge. -

* The ISO 9001 is not prescriptive as to the means of prevention. - oemreees
» “Transportation resources” is an example of infrastructure. — e

* External sources of organization knowledge include standards and gathering knowledge from customers or
external providers. —————— i

» The organization should retain appropriate documented information that provides evidence of an employee’s
COMPEIENCe, oo i
* The procedures manual is referred to as a level 2 document, .

* Awareness is attained when persons understand their responsibilities and authorities and how their actions
contribute to the achievement of the organization’s quality objectives. — oo

= The fifth edition (ISO 9001: 2015) cancels and replaces the fourth edition (ISO 9001:2008). e

* The main objective of quality assurance is to build quality into the product and services during the upstream
design and planning processes. —— e

= For those organizations developing a QMS for the first time, a steering committee should be established. -

* The scope of the organization’s QMS shall state the types of products and services covered. —————eec

* Issues can include positive and negative factors or conditions for consideration. - S

* Involvement of people is one of the principles of ISO 9001:2008. -

» Top management shall demonstrate leadership and commitment concerning customer focus by ensuring that the
risks and opportunities that can affect the ability to enhance customer satisfaction are determined and addressed.

» Registration to QS 9000 has become the norm in the automobile industry. -
= In ISO 9001:2015, the terms “product” or “service” only apply to products and services intended for, or required
)20 R 111 (0] 111 (R ———— -

* Opportunities, for example, a set of circumstances that allow the organization to attract customers, develop new
products and services, reduce waste, or improve productivity. e

= It is not the intent of ISO 9001:2015 to imply the need for alignment of documentation to the clause structure of
this International Standard. -—————mreeeeev -

* ISO 9001 should be considered the minimal requirement. e

= Elimination of nonconforming products and errors are benefits of ISO 9001 registration. -



* When documented information is retained as evidence of conformity, it should be protected from unintended
alterations.

= The organization might plan performance tests and validation with the introduction of new software for order
handling is an example of actions to help plan the change.

® The failure of processes, products, and services to meet their requirements are examples of the risks that the

quality management system will not achieve its objectives.

* Relevant documented information for job descriptions, work instructions, organization charts, and procedures are
used to communicate the relevant roles, responsibilitics, and authorities,

* Examples of opportunities include the potential to identify new customers, determine the need for new products
or services, and bring them to market, .

* In general, ISO 9001 is not prescriptive in terms of the extent of documented information needed.
* Notifying manufacturing persons about expected reductions of scrap as an example of communicating quality
objectives, ————————————

* The transfer of production lines from one site to another, and changing process methods to improve trends in non-
conforming outputs result in the need for changes.

® If the organization has a statement in its quality policy to exceed its customer expectations, then it could have a
guality objective that relates to on-time delivery or customer complaints. —

* The orgamzation should establish the format for the documented information, . ST _
* Properly planning a change can help 1o avoid negative consequences and result in positive consequences. —

» Communicating clear requirements for products and services is a way to create awareness.

® It is not intended that you should implement u formal environmental management system or an occupational
health and safety management system, to meet the requirements of 15O 9001:2015.

* The organization should use risk-based thinking and consider the responsibilities and authorities that have been
designated for specific processes in determining the persons needed. —

* The organization shall ensure appropriate identification, description, and format when creating and updating
documented information.

* Avoiding high workloads and stress to prevent potential errors for zmplﬂym should be considered when
determining the environment for the operation of the processes. - PR AT

* Documented information can change and develop as an organization improves its processes and its quality
Management SYSLIEML, - e reesrsaeene

» |nfrastructure can involve IT systems or workspaces in service organizations.

* “The organization should consider how the measuring eguipment is verified and/or calibrated, controlled, stored,
used, and maintained™ is the intent of measurement traceability.
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Please state w j-:h each of the following statements is True/False. Please correct the false part. (45 min: 20 %)
P 4 =Sl ]

L Statement Answer/Correction
]_lnfmstmcture and competence of persons are examples of internal audits. 1sues

The products and services provided by the organization are considered in establishing the standards of -

QMS. SCepe

) v
I Benchmarking and market surveillance are methods to understand the needs and expectations of
il customers. 3

o
intere ek \-:.u.—-'htf‘],

| 3= .
 The key factors to consider when determining the identi

- f an organization are the external and internal b : |
| issues and the relevant interested parties. Conlent Sy Lv:-ﬂk;(‘ﬂ‘
I - -

: The organization should apply the a licable uality principles of QMS. Particufar attention should be al\

| given to_customer focus and customer relationship management.

i—

i Customer complaints are one indication of customer dissatisfaction Saxi2 %u I

| All requirements of [SO 9001 are considered applicable unless thev have an effect on the organization’s '

ability to provide a product or deliver a service that meets requirements or on its enhancement of customer | N ©O

| satisfaction.

[ n 3 z

| Structure, reputation, and relevant experience are among the factors employed in selecting internal auditors, | €< "“\-Cm(u-., el
| The scope should be retained documented information. mm“w*&w\t{

E > x ® s

: Questionnaires are one of the methods for increasing the level of customer satisfaction. Conrar A

| Cost, productivity, and quality improvements are complementary and alternative objectives.
|

"
i

not C&\ km“ﬂm.cu\k

ﬂl Investing in new capital equipment to launch a product line where the return on investment is unknown is
| an example of sharing the risk

Haking

The qualiry of an organization is enhanced and sustained success is achieved by meeting the needs and

expectations of the interested parties over the long term. Cong \Sh&\‘a‘
[dentifying sources of nonconformance is a characteristic of the preventive-based approaches. . dekechion / vl pech
| i
i in the prevention system, there is no clearly defined closed loop with both negative and positive feedback Paeve '\&
%i in the process, product. and service improvement system.
- Economic and political factors are examples of organizational issues. < XRWW\
| PDCA enables aii organization to determine the factors that could cause its processes and its quality R %.—\-
| management system to deviate from the planned results,
! There is no requirement in 1SO 9001 to use formal risk management. “Vywe
_ R_JJ.L’ are ;huse that c.;an .afF:cg, be affected by, or perceive themselves to be affected by a decision or ‘ h\&%s{u{ w )
activity ol the organization. e =
180 9002:2015 provides Quality management systems — Guidelines for the application of ISO % 00 9120l b
19001:2016. '
: = Clovl s &v
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Statement Answer/Correction
Strategy and innovation are examples of organizational identity. {?Wm.fl vluel
Employees and others working on behalf of the organization and end users are examples of internal issues. | | mw‘rd
The information contained in documented procedures, manuais, forms, and checklists are examples of risk | ., A
documentation,
Evidence-based decision-making is one of the QM requirements. Pﬁm.{ P'li‘f'-'--

The cost of quality is high.

non O\MR.&LJGL\'

Levels of service is one of the quantitative measures of productivity.

Qualidy

Basic quality planning is one of the characteristics of quality assurance,

QL

Using documented procedures to assist persons in the organization with less experience avoids the risk.

E'\kmivmﬂ;

The organization shall detenmine external and intern
direction.

al risks that are relevant to its purpose and its strategic

1 Sluen_

The requirement for applicability of the ISO 9001:2015 shall be addressed in determining the scope of the
international standard sub-clause.

CoWL SYiiem

eonyest Acepe

Non-fulfillment of a requirement is called nonconforming.

"o Cerfoc T4

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 available and maintained. a *“"m\
ISO 9004:2015 aims at managing the sustained success of an organization. Qv 2e\ ¥
The process approach is one of the Risk-based thinking principles. T$09%)
The risk assessment enables an organization to ensure that its processes are ade uately resourced and (ELesS eppYpdl
managed and that opportunities for improvement are determined and acted on, P (PPCA)
In ISO 9001: 2008, the “Internal audit” sub-clause corresponds to the improvement clause. P erg'awm (2]
The “quality procedures” is a document specifying the QMS of an organization, C?uhit&)“mu\
Once the organization is registered the accreditation body has a system of routine surveillance visits. Afier 3 \t AP I Cout
two years, a reassessment is made.
Audits conducted by organizations on their external providers and other external interested parties (third 2 n C)\.

party),
ISO 9001 registration will prevent suppliers from producing and delivering nonconforming products to O 'C ‘
customers. |

18O 9001:2008 includes 8§ requirements and is based on 7 principles.

L

Q Fnr‘nctﬂp‘\ﬂ/?_j




| J':_-‘i"rking' that only 15 9% of the interrelation celis will show no relationship between Whats

.

mmpiéim;ai‘éhne indication of customer dissatisfaction
* Arelated cost to poor quality is the reliabillty cost. --1%

. Buaiiiy.-rﬁamgem'nt-'-svﬂﬁm Mﬂ;ﬁma nt is one of the characteristics of quality ass'uran:aé_/__
QFD teams must include process operators. T x

& B‘ildﬂ

Quality control and inspection are pr

|
- T |
s =g y 'I
\dentifylng sources of nonconformance is a characteristic of quality control XleLurance |
: ed by dividing the function by cost —-Valse. -ﬁ’f{""‘.” |

{
Z F\Gﬁ.ﬁfﬁﬁmgam customer satisfaction with the current

Product versus coﬁelmg producee. |

 measures of quality. - W‘W bf "-'5}1{:: Kin 3—
* "Policy deployment and teamwork” are features of the TQM approach to the management of qudW

" quality assurance icﬂ/k mark;,

The improvement factor with 3 1.10 scale for planned and existing customer satisf

Human resources, funding and involvement aPRroved by management are crycial
CHan ratings of 8 ang & 1//[ a2

* AQL s oné of the qualitati
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