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Part 1 Select best answer. Each question has 1 point. Total score for this part is 30 points.

Answer Sheet for Part 1 :

From above questions, choose most correct answer (X) in each question.

o s & =
Idyanual pnum (X) wirnduussinlvidudas

Q# Answer Answer
1 B|C|D B|C|D|BE
) B|C| D B|C|D]|E
3 B|C| D B|C|D]|E
4 B|C| D B|C|DI|E
5 B|C|D B|Cc|DI|E
6 B|CI!D B|C|D|E
7 B|C|D B|C|D|E
8 B|C|D B|C| D/|E
9 B|C|D B|C|D|E
10 B|C|D B|lCc|DI!E
11 B|C|D B|C|DIE
12 B|C| D B|C|D]|E
13 B|C| D B|C|DIE
14 B|C|D B|C|D|E
15 B|C| D B /C|D|E
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1. The latest version of IS0O%001
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2.

5.

.............

a) 2000
b) 2001
c) 2004
d) 2008
e) 2009
What clause is related to warehouse?
a) 824
b) 6.2.2
c) 5.6.2
d) 7.52
e} 7.5.5

What clause is related to identification
of status of product?

a) 823
b) 6.3
c) 5.4.1
d) 7.5.3
e) 7.5.5

Who is directly responsible for customer
satisfaction measurement?

a) DC

b) QMR

c) Marketing Manager
d) Middle management

¢) Production Manager

The faculty of Engineering, PSU, wants
to start establishing IS09001, what
should the faculty initially do?

a) Commitment of Top management
b) Hire new QMR
¢) Management review

d) Internal Quality Audit
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6. Toyota,

¢) Gap analysis

one of the biggest «car
manufacturing companies in Thailand,
has no design and development process.
In which clause, the exclusion should be
made?

a) Clause 7.2
b) Clause 7.3
¢) Clause 7.4
d) Clause 7.5
e) Clause 7.6

. What is the incorrect practice of control

of measuring device?

a) When device is found invalid,
product related to this device must
be re-checked.

b) Device must be safeguarded from
adiustment.

¢} When there is no national standard,
the instruction of calibration shall be
declared.

d) Carry device while it’s on.

e) Calibration or verification has to be
done to make sure that device is
accurate,

. The purchasing personnel of a company

do not purchase raw material from the
approved supplier. This NC is related to
which clause?

a) 7.2.1
b) 7.2.2
c) 7.4.1
d) 7.42
e) 7.43

What is the document showing the list
of supplier that is approved for
purchasing by the company?

a) AVL
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b) ALO
c) AQL
d) EOQ
e) ALR

10. Which function of the organization is
not relevant to Quality policy?

a) Human resource manager
b) Purchasing staff

¢) Maintenance store man

d) Marketing personnel

e) None of the above answers

11. The document which is used to identify

nonconformity found during IQA is
called.......

a)
b)
<)
d)
e)

Surveillance
CAR

Mgt Rev
PA

CA

12. The difference between corrective

action (CA) and preventive action (PA)
IS. i

CA should be done before PA.

CA is applied for product but PA is
applied for process.

CA focuses on prevent recurrence but
PA focuses on prevent occurrence.

Due to the approval of documents

Due to the requirement of product

. Which procedure is NOT required by
1S09001:20007

Maintenance Procedure
Internal audit procedure

Preventive Action Procedure
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d)
€)

14.

16.

17.

Document control procedure

Control of nonconforming product
procedure

Which data shall be analyzed according

to ISO9001 requirement?

Characteristics and trends of processes
and products

Management review
Corrective action
Customer complaints

Calibration of measuring device

. What shall the organization do when the

measuring device is found not to
conform to requirements?

a) Establish process to ensure that
device is accurate

b) Measurement results should be
reported to customer

¢) Protect from deterioration

d) Safeguard from adjustment

e) Assess validity of the previous
measuring results

The extent of the use of statistical

technique shall be determined according
to the clause no#..............

a) 5.4.1
b) 8.1
) 7.1
dy 7.3.3
e) 6.2.1

Which answer is correct?

a) The output of verification is reported
to customer but the output of
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validation is reported to top

20.

Which action demonstrates good control

management. of non conforming product?
b) Verification is performed to ensure a) NC product is approved after
that the designed product is suit for occurrence.
intended use. b) The cause of NC is investigated
¢) Verification should be done after after the NC product is delivered to
validation. customer,
d) Verification is done wherever ¢) The control is taken to the staff that
practical but validation shall be done produces NC product.
in each design stage. d) The related responsible person
¢) Validation is performed to ensure should inform the cause of NC to
that the resulting product is capable customer.

to meet the specific application.

18. When is the validation of processes for

e) NC product may be released under
concession by the authority of
customer.

production provision needed? 21.DTAC, one of the biggest mobile
Th duction i I . compan_les in Tha11an‘d, has no
8) The production is not proper planned purchasing process. In which clause, the
b) The deficiencies of process are found exclusion should be made?
th is i .
after the product is in use a) Clause 7.2
¢) The criteria of validation are unclear. b) Clause 7.5
d) The resulting output can be verified
by subsequent measurement. ¢) Clause7.6
¢) The use of specific method is d) Clause 7.4
implemented. e) Clause 7.3
22. The process that is not operated by the
19. Which answer is correct? organization is called...............
a) Quality procedure is the last level of a) Outreach process
quality document. b) Outsource process
b) The customer satisfaction shall be c¢) Output process
measured by QC staff. d) Outcome process
¢) The ‘custqmelf propc?rty shall be control e) None of the above answers
while 1t is being used by the
organization, 23. What is NOT included in product
. . 0
d) The condition of product realization shall requirement required by IS09001?
be controlled before prototype of a) Regulatory requirement
product is issued. b) Customer requirement
e) The raw material preservation is ¢) Subcontractor requirement
performed by customer.
d) Organization requirement
¢) Law requirement
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24, What ISO standard is invalid?
a) ISO 9004:2000
b) 1SO 9000:2000
¢) ISO 9001:2000
d) ISO 9003:2000
e) None of the above answers

25. The document that is wused for
controlling revision of all documents in
the organization is called.......

a) Quality Plan

b) Master list

¢) Document control
d) Record control

¢) Business flow

26, What type of organization is not
applicable to ISO 9001:20007

a) 7-11 shop

b) Lotus supermarket

¢) PSU hospital

d) Faculty of Engineering

€) None of the above answers
27. Which answer is correct?

a) Quality procedure is the first level of
quality document.

b) The document should be approved for
adequacy before issuing.

c) The external origin document should
not be controlled.

d) The obsolete documents should not be
retained in the organization.

e) The scope of QMS must be defined in
record control.

28. The term “supplier” in 1SO9001:1994
INEANS  eerrreneenenerrneneennnrnrenaes in
1SO9001:2000.

a) The subcontractor
b} The customer

¢) The auditor

d) The manager

e) The organization

29. Which procedure is not required by this
ISO standard?

a) Internal audit procedure

b) Corrective action procedure

¢) Preventive action procedure

d) Management contro! procedure
¢) Document control procedure

30. The justification of any exclusions in
the QMS must be defined
M oiiiiiaeeinns

a) Procedure

b) Work Instruction
¢) Quality Plan

d) Quality Manual
¢) Record



Part 2 : Answer all questions. Please determine whether these following

sentences are correct (v) or incorrect (¥). One point (1 point) will be given

for the right answer. Minus half point (-0.5 point) will be given for the wrong

answer. (Total 15 points)

Q# | v | % Questions

! IQA is an audit that is done by supplier.

2 ISO%001:2000 must be officially approved by the Minister of Industry
before being used in Thailand.

3 The person responsible for a particular work should audit their own
work in internal quality audit process.

4 Business flow is the document that is used to describe flow of the
production process of the organization.

5 The approval of equipment and qualification of personnel shall be
determined where the product can not be verified by any subsequent
monitoring and measurement.

6 Traceability shall be done for service or intangible product and
identification shall be done for tangible product.

7 When customer property is damaged or found to be unsuitable for use,
organization shal] purchase a new one to replace the customer property.
Purchasing in ISO9001 focuses on raw material only.

9 Verification of purchased product can also perform at the supplier’s
premises.

10 The change of design and development shall be reviewed, verified,
validated and recorded

11 PMQA is established particularly for controlling the service system in
public sector.

12 Leadership in PMQA includes customer satisfaction management.

13 NBMOQA is established in US and used as a guideline for setting up
quality management criteria in many countries.

14 Management tools such as BSC, KM, Change management, etc. should
be applied separately from PMQA.

15 Company profile is not required for applying PMQA.

N



Part 3. Answer questions in table “B” by using the words in table “A * only.

Some words can be used more than once. Some words mayv not be used. (1

point each, total 10 points)

Table “A”
Quality Financial Business plan
program record
design and Finance validate for
development production
stages provision
Management | Traceability Prevention
review action
Identification | Customer CB

audit
AB ISO%004:2000 | Business flow
QMR Traceability Employee
Corrective Preventive reference
action maintenance acceptance

criteria
Document Organization Continual
controller chart improvement
ISO Certification Take statutory
9002:2000 audit and regulatory
requirements

Research and | Human ISO
development | Resource 9004:2000

Management
Warehouse Internal Ethics

complaint
Dispose Marketing IQA
equipment

811

Table “B”

Question

Answer

The body that
certification body.

accredit

The  organization  shall
establish the process to
control and record the unique
identification of the product.

The action taken when
potential non conformity is
found.

The repeated development of
the effectiveness of the QMS
through the use of the quality
policy and obijective.

The action taken to prevent
recurrence of actual NC.

The letter “E” in
PQCDSMEE

Inapplicable standard.

The  function that s
responsible for design and
development,

Te function responsible for
reviewing of requirements
related to product.

10

His or her function is to
control records disposition.




Part 4. According to the story below, find the nonconformity and write the
NC and related clause number in the given table (15 points)
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Part 5. If vou are assigned to be one member of a quality team of 1IE

department. Head of IE wants to establish quality system to comply with

PMOA criteria. Answer the following guestions. (25 points, 5 points each

5.1) Establish quality policy for IE department.

5.2) List all stakeholders.

12/14
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5.3) How can we enhance stakeholder’s needs or satisfaction?

5.4) How can we establish PMQA mode#5 (Human resource focus)?
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5.5) What are the results (PMQA mode#7) should be measured?

Good luck Dr. Klangduen Pochana
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