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The follow would be conducted.

The first an es

To complete the sequence dick on the blank section you want to complete so it is lighliahted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropnate blank section.

1. Establishing the audit programme objectives

6. Conducting the audit activities

Determining and evaluating the audit
| programme nisks and opportunities

Initiating the audit | Establishing the audit programme | . Preparing all audit activity |

Answer:
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The following are stages of an audit, put them in the order they would be conducted.
The first and last stages have been done for you.
To complete the sequence dlick on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropriate blank section.

1. Establishing the audit programme objectives

Determining and evaluating the audit
programme risks and opportunities

3. E<tablishing the audit programme

= [ ':_ —
4 Initiating the audit I

e - &
5. : Preparing all audit activity |

— o

6. Conducting the audit activities

= R R n TR ! parrs [
‘ : Initiating the audit | tEstablishiru; the audit prograrnrnel i Preparing all audit activity

-

Determining and evaluating the audit |
programme nisks and opportunities |

e

<

Explanation:

1. Establishing the audit programme objectives

e —

2. Determining and evaluating the audit programme ks 8hd opportunities

, & _—
3. Establishing the audit programme ' | 3 | = ( |3

4. Imitiating the audit )

—_

5. Prapaning all audit activity, 4

a—

6. Conducting the audit adtivities

Establishing the audit programme objectives

Determining and evaluating the audit programme risks and opportunities

Establishing the audit programme

Initiating the audit

Preparing all audit activity

Conducting the audit activities

To complete the sequence, you can drag and drop the options to the appropriate blank section.
Here is a brief explanation of each stage:



Establishing the audit programme objectives: This is the first stage of the audit process, where the purpose, scope, and criteria of the audit programme are defined. The audit programme objectives should be aligned with the strategic direction and policies
of the organization, and should address the needs and expectations of the interested parties12.

Determining and evaluating the audit programme risks and opportunities: This is the second stage of the audit process, where the factors that can affect the achievement of the audit programme objectives are identified and assessed. The audit programme
risks and opportunities should consider the internal and external issues, the requirements and changes of the interested parties, and the results and feedback from previous audits12.

Establishing the audit programme: This is the third stage of the audit process, where the audit programme is designed and implemented. The audit programme should include the audit programme procedures, the audit programme resources, the audit
methods and techniques, the audit frequency and schedule, and the audit programme performance indicators12.

Initiating the audit: This is the fourth stage of the audit process, where the audit is prepared and planned. The audit initiation involves selecting the audit team, establishing the contact with the auditee, defining the audit objectives, scope, and criteria,
developing the audit plan, and conducting the document review123.

Preparing all audit activity: This is the fifth stage of the audit process, where the audit activities are organized and coordinated. The audit preparation involves assigning the audit tasks, communicating with the auditee and the audit team, arranging the
logistics, preparing the working documents, and conducting the opening meeting123.

Conducting the audit activities: This is the sixth and final stage of the audit process, where the audit evidence is collected and evaluated. The audit conduct involves performing the audit activities, such as interviews, observations, document reviews, and
tests, documenting the audit findings, preparing the audit conclusions, and conducting the closing meeting123.
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Which quality management principle does an organization fulfill when it assesses risks, consequences, and impacts before taking action?

A. Process approach

B. Leadership

C. Improvement

D. Relationship management

Answer: C (A —vt—U%7%9)

Comprehensive and Detailed In-Depth Explanation:One of the seven quality management principles in ISO 9001:2015 is Improvement, which emphasizes continual enhancement of processes, products, and services.
Clause 10.3 (Continual Improvement) states that organizations must continuously assess risks, consequences, and impacts to improve their QMS.
* Risk-based thinking (Clause 0.3.3) supports improvement by identifying and mitigating risks before they affect performance.

* Clause 6.1 (Actions to Address Risks and Opportunities) requires organizations to take a proactive approach, ensuring long-term success.

Other options do not fully align with the question:

* Process approach (A) focuses on managing interrelated activities.

* Leadership (B) ensures commitment but does not directly address risk assessment.

* Relationship management (D) deals with interested parties, not risk mitigation.
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Below are four of the seven principles on which 150 9000 series are based. Match a potential benefit to each of the quality management principles (QMP).

Quality management principles

Customer focus |
Engagement of people |
Improvement |

Evidence-based decision-making |

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop each of the following potential benefits to a QMP

Common understanding of objectives and values among Better communication between levels and functions of Improved operational effectiveness and efficiency ‘

Increased revenue and market share ‘

interested parties the organisation

Enhanced trust and collaboration throughout the ‘ Enhanced drive for innovation

organisation

Increased ability to demonstrate effectiveness of past

actions

Answer:

Explanation:
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Evidence-based decision-making: Decisions based on the analysis and evaluation of data and information are more likely to produce desired results. The key benefits of this principle include improved decision-making processes, increased ability to
demonstrate the effectiveness of past decisions, increased ability to review, challenge and change opinions and decisions, and increased ability to improve performance.
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The following are stages of an audit, put them in the order they would b&condud

=
The first and last stages have been done for you. J
—

To complete the sequence click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropnate blank section.

Establishing the audit programme objectives

Conducting the audit activities

Determining and evaluating the audit [ Initiating the audit ] [Eﬂablishing the audit pm-grarnn‘neJ Preparing all audit activity
programme risks and opportunities ' \

Answer:
Explanation:

Establishing the audit programme objectves

Determining and evaluating the audit programme ns

Establishung the audit programime % 0
6 L

Initiating the audit

Prapanng alléu ﬁ
Conducting the aud%‘l bes
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B.2BRICEFE L CHREIZDOVWTELEI EEATKESW EFEEFSEHATCUWEITETN?

C.COTEEIL REEBEERENEERDRICERICARBELTEY TOFFHF NS LEZBEBACESVL, ERILIR—Cryr—DBISBEE LI BREEICHH L -LET,

D. oMY FELE, HEAKKFITER LT, COTHEEBICOVTESIHLITNIELVMEREELELLVET,

Answer: A (A —vt—U%&9)

=HTMEIRE: 8

BEFICKDY—ARA S UVREBEEICBVWT BEEAFIIR DAV FLEA—RBOESRIC AIEOLE 2 —CHE SN - REREMNEERCTET LTVWEVL I ENBBRIN TSI LEZRRLELE  BERICIE KRZHET 5-OICHREETERL
NILOFLWREBEIR—Vv—NRRASN-EEBE SN TVET,

BRELY I RBRELEL—LRBOESRICIE—INBUN QMS SIFESELTWWEWI EADHAY ET,

EEICEY HLOVREBEIR—Pr—IRERMGUTOERZEZAONIZENALMIZIGEY EF LI,

a) QUSOEMEIZDLWTEEZA S,

b) hy TIRTAL FOBESOHMEL LICHEFTENZEIR KB EHL O QUS DHREFREL d) FyTIRDAVRMZIE>TQMS IZE|Y B ToONRoN-BREE AMERZDIEMIERLET,

EEA AL, ISO 9001:2015 MEIE 511 12T HFBEENHEIMNESMERFLET,
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Select the words that best complete the sentence:
In the context of a third-party audit, the amount of detail provided in the audit plan should reflect the and complexity of the audit, as well as the risk of not achieving the audit objectives,

To complete the sentence with the best word(’s), click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the option(’s) below. Alternatively, drag and drop the option(s) to the
appropriate blank section.

time scope management’s expectation requirements
1 1 1

Answer:

e T
Select the words that best complete the sentence:
In the context of a third-party audit, the amount of detail provided in the audit plan should reflect thel scope { (and complexity of the audit, as well as the risk of not achieving the audit objectives.

e - - - — —

To complete the sentence with the best word(s), click on the blank section you want fo complete so it is highlghted in red'and themglick on the applicable text from the option(s) below. Alternatively, drag and drop the optionys) to the

appropriate blank section,
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————— = 3 |

Explanation:
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Which type of audit risk is the risk that a significant defect may occur in the QMS, although the organization has internal control mechanisms in place?
A. Control risk.

B. Inherent risk.

C. Detection risk.

D. Operational risk.

Answer: A (A —vt—U %% 9)

Comprehensive and Detailed In-Depth Explanation:

Audit risks are categorized into different types based on where failures may occur in the QMS audit process.
Clause References:

*1SO 19011:2018, Clause 6.3 - Managing Audit Risk: Defines different audit risks, including control risk.
Why is the Correct Answer A?

* Control risk occurs when internal controls fail to prevent or detect nonconformities.

* Even if controls exist, the risk remains if the QMS fails to identify or correct defects.

Why are the Other Options Incorrect?

* B (Inherent risk) # This refers to risks naturally present in processes, even before controls are applied.

* C (Detection risk) # This is the risk that an auditor fails to detect nonconformities.

* D (Operational risk) # This refers to risks related to day-to-day business operations, not QMS audits.
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ISO 19011:2018, Clause 6.3 - Managing Audit Risk
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The following list gives examples of records that may be evidence of how an organisation has fulfilled the requirements of clause 8.4 of 150 9001. Match the records to the appropriate requirement of clause 8.4,

Requirements Records

Define product requirements |
Criteria for selection |
Evaluation of potential external provider |
External provider selection |
Communicate requirements |

Monitoring of performance |

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the appropriate record from the options listed. Alternatively, drag and drop the appropriate record to the requirement of clause 8.4

that applies.

{ Purchase order J {List of requirements to be met by the external prwider‘ [ Approved external provider list

Product specification ‘ [Extemal provider delivery times and quality issuesJ l External provider questionnaire

Answer:



The following list gives examples of records that may be evidence of how an organisation has fulfilled the requirements of clause 8.4 of 150 9001. Match the records to the appropriate requirement of clause 8.4,

Requirements Records

Define product requirements | I_ - Product specification i

Criteria for selection | List of requirements to be met by the external providerﬁ
Evaluation of potential external provider ‘ | ;-External provider questicnﬂairej (
External provider selection | |: Approved external provider 1ist] :
Communicate requirements | |_ = Purchase order e :
Monitoring of performance * External provider delivery times and quality issues

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the appropriate record from the options listed. Alternatively, drag and drop the appropriate record to the requirement of clause 8.4

that applies.
Product specification | IExtemaI provider delivery times and quality | |ssues Externa} provider questionnaire f Purchase order J [Ust of requirements to be met by the external pmwderj E Approved external provider ]IStl
Explanation:
Requirements Records
Define product requirements | Product specification
|

Criteria for selection List of reguirements to be met by the external

provider
Evaluation of potential external provider | ] Exterrlal provider qu 3
External provider selection || Approved external p! I CJ
Communicate requirements | Purchase order
Monitoring of performance | | External provider delivery times and quality issues
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Which of the following two documents does an auditor need to prepare and complete prior to the on-site audit?

A. Audit Report

B. Audit Plan

C. Procedures

D. Checklist / Prompts

E. Risk Matrices

F. Findings

Answer: BD (A —vyt—T%EY)

According to ISO 19011:2018, clause 6.3, the audit plan is a document that provides the basis for agreement regarding the conduct of the audit. The audit plan should include the information listed in my previous response, such as the audit objectives,
scope, criteria, schedule, team, methods, report, etc. The audit plan should be prepared and completed prior to the on-site audit, and should be communicated to the audit team and the auditee1.

According to ISO 19011:2018, clause 6.4.3, the checklist / prompts are documents that list the questions or topics that need to be covered during an audit. The checklist / prompts can help the auditor to collect and verify information relevant to the audit
criteria, and to ensure the consistency and completeness of the audit.

The checklist / prompts should be prepared and completed prior to the on-site audit, and should be based on the audit plan and the audit scope and objectives1.
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Therefore, the two documents that an auditor needs to prepare and complete prior to the on-site audit are B and D, as they are essential for planning and conducting the audit. The other options are not correct, as they are either prepared or completed
after the on-site audit, or not required by the standard:

*A. Audit Report: The audit report is a document that provides a complete, accurate, concise, and clear record of the audit. The audit report should include the information listed in my previous response, such as the audit objectives, scope, criteria, findings,
conclusions, etc. The audit report should be prepared and completed after the on-site audit, and should be distributed to the audit client and the auditee1.

*C. Procedures: Procedures are documents that specify the way activities are to be performed. Procedures may be part of the audit criteria, if they are part of the organization's management system, or part of the audit programme, if they are part of the
certification body's or registrar's requirements. Procedures are not prepared or completed by the auditor prior to the on-site audit, but rather reviewed or followed by the auditor during the audit1.

*E. Risk Matrices: Risk matrices are tools that help to assess and prioritize the risks and opportunities associated with the audit programme or the audit. Risk matrices may be part of the audit programme management, if they are used to determine and
evaluate the audit programme risks and opportunities, or part of the audit preparation, if they are used to determine and evaluate the audit risks and opportunities. Risk matrices are not prepared or completed by the auditor prior to the on-site audit, but
rather used or updated by the auditor during the audit programme management or the audit preparation1.

*F. Findings: Findings are the results of the evaluation of the collected audit evidence against the audit criteria.
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In the context of a third-party certification audit, match the roles with the following responsibilities:

Responsibilities:

Conduct the audit to the assigned area.

Assist the auditors in identifying personnel to participate in the audit.
Assign each team member's responsibility for the audit.

Respond to questions and provide evidence to the auditor.

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below, Alternatively, drag and drop each of the following roles to the cormrect responsibility.

Guide | ‘ Auditors | ‘ Audites ‘ ‘ﬁaudit team leader

Answer:



In the context of a third-party certification audit, match the roles with the following responsibilities:

Responsibilities:

Conduct the audit to the assigned area. I Auditors !

Assist the auditors in identifying personnel to participate in the audit. Guide l

Assign =ach team member's responsibility for the audit. Audit team leader

Respond to guestions and provide evidence to the auditor. Auditee I

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop each of the following roles to the correct responsibility.

Guide ] j Auditors ! L Audites E ‘:ﬁudit team leader
e L T
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In the context of a third-party certification audit, match the roles with the following responsibilities:

Responsibilities:

Conduct the audit to the assigned area.

Assist the auditors in identifying personnel to participate in the audit,
Assign each team member’s responsibility for the audit.

Respond to questions and provide evidence to the auditor.

To complete the table click on the blank section vou want to cmn;dﬁso itis :.:.:..-:.:, a3

= [DHT K
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. <.

Answer:

In the context of a third-party certification audit, match the roles with the following responsibilities:

Responsibilities:

Conduct the audit to the assigned area. Auditors

Assist the auditors in identifying personnel to participate in the audit. g= Guide

Assign each team member's responsibility for the audit.

Respond to questions and provide evidence to the auditor.

To complete the table click on the blank section you want to complete so it is highlights '3 the applicable text from the options below. Alternatively, drag and drop each of the following roles to the correct responsibility,
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ISO 19011:2018  §186.6 (B5E/ A O0—7 v )

AT 23

KEEEER L (FRITIH?

A BRI EIFLEHMICH51 20 T ROFMLAE

B. HEDEMFAFE - ITHBEMLRNDI R TOT O RDFMERAE

C. DT ELHEEERICE T 5T RTO IO RDFHFMLRAE

Answer: A (A —vt—U %Y

Comprehensive and Detailed In-Depth Explanation:A horizontal audit examines one process across multiple departments to assess consistency.
Thus, A is the correct answer.

RATERE: 24

HHHMEA 1ISO 9001 IZTE D QMS ZRETH L ZRELFL, NHOMEZRET DEICEEB I REILIIMTL £ 5572

A =R FIRE

B. BiFIRIE

C. &0

D. 4 754 Y—DHF

Answer: C (A —vt—U%5&9)

TIEMIM DEEMAERAA -

ISO 9001:2015 Tl& fARITREEE I X T LA (QMS) DANHICEZZRIZTAEEDHLIAMBE L UNTOBBOmMA FFMT 2LENHY T,
FESE:

*EREA-HABETDa VT HFRA MNOEETIE HBEERL-EREERT IRNICEEZEZAONBELVNTOBBEZRET ARENHIERESINATLET,
*NEOMEICIELUTAEENET:

*HBROME (XEMREATLSIHNXEESINTLVELD)

* fERE

1Yy —Z2OA A%

* Bt DES

*AUITSRAMIYTF v LR

EMNCLHEDIFLZEETTMN?

*ENEE T1.618) 1L QMSOEE LHFICERZEZ S 0EELABERTY,

BT REEBETERL BEEOEHEEITEOICHEGNBEZREL HEFEL FIATESLIICTILENHY FT,

AT 3 UHAEESTVNADIEXLEETTMN?

*AMREME I TEFMIRIR)# Ch o FRSOBETIEGCHBOMEERGENET,

*B(HFRR)#BFEEINTBOLEDOTHY QMS [CEEZEZLNEAOMETIEHY FHA,

*D(HTSAVY—DEHF)# TS AV—DHFIE, F 421 (FISERBEO-_—XELHFOEME) THN—SNTLINEBOFEBFREICEELTVET,
S

ISO 9001:2015_ 564.118 - fA## & Z DR R DIEAE 1SO 9001:2015 557.1.618 - I D &0

Ex#TERE: 25
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UTOREDHAZHZATLKESW, EX O RIZEEES LAWVEEZ2D0BIRLTLEELY,

A EBRE -EEITIBEVN EEADEEOMEZXET DA,

B. A TJH—N—-BEBF—L)—H— EBEEF—LAVN— BEWELIIEERREDN T —I U RAZERTIAY,
C. HffiEMR - EEF—LICHEDMBOCEMMBLIRET 20 BEEIEEATIEELAY,

D. i€/ R -BEEDICEEF—LEXETS-HICEERREICE >TERSINIEZAY,

E.HMEFDEEAN - BEEFICEEF—L ) —4F—FLIEF—L A VN—IZETT 5 A,
FEEF—L)—F—-BEBENETISFETCEELZEEITLHIELSE,

Answer: AB (A —yt—T%5%7)

Ex#TfEIRE: 26

FMHTISO 9001 REEZEIFLED ELTVAE—H A OB TEEZEHBLTLET,

BHEXRFPEFERTFICEHERZEELTEY Ea\vr—YICREED/NEXRERNTH SN TVWET  BESFRTRESEIRECEMLEL,
HEEEFEOESEAEIR—Dry—ICHEZLTOVEST ARARTOEROEEICSWIFTE WS VI bz 77TV r—a vpMfERESATWS Z LITRfFTEFE LT,
RICRENTWSH ERY BEEMMZIRELFL-,1SO9001 83HDEHAZEEIMMEBE L TS,
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Audit evidence ISO 9001 Clause 8.3 extract

falf of all new products launched in the past 12 months were late.
"he NPD Manager explains he has not got enough people on his
eam to cope with the demand for new products.

"he NPD Manager explains many changes are made to cosmetic
ormulations during product development owing to retailer
eedback. Only when confirmed by the retailer is the agreed
ormulation documented on SWIFT.

"he NPD Manager explains that the customer confirms their

ipproval to proceed with a new formulation by email. These emails
re kept on SWIFT. "B B
"he NPD Manager shows you evidence of consumer trials that are """""' -

arried out for some new products prior to full-scale launch. & -

"he NPD Hanagerexplaﬁdﬁanapprovedeﬁernal'wﬂ%wis .j d
ised to perform shelf-life stability trials on some fornllluﬁons i
luring product development.

Fhmmpleteﬂwtab.’e click on memmm want to complete so it is highlighted in red and then click on the

.. | ... resource "8.3.2 €) ... external ... resource
lD l reis B 18 desin and SSiy 96 e el S

products ..." development of products ..”
"8.3.4 d) ... conducted to ensure “8.3.5 ... retain documented
that the design and development information ..."
outputs meet ... J ‘

“8.3.6 ... retain documented
information ...”




Answer:

Audit evidence IS0 9001 Clause 8.3 extract

Half of all new products launched in the past 12 months were late. - "8.3.2 e) ... internal ... resource

The NPD Manager explains he has not got enough people on his needs for the design and
team to cope with the demand for new products. development of products ..."

The NPD Manager explains many changes are made to cosmetic
formulations during product development owing to retailer | "8.3.6 ... retain documented ]
feedback. Only when confirmed by the retailler is the agreed I information ..."
formulation documented on SWIFT,

The NPD Manager explains that the customer confirms their
approval to proceed with a new formulation by email. These emails
are kept on SWIFT.

“8.3.5 ... retain documented
information ...”

"8.3.4 d) ... conducted to &
that the

The NPD Manager shows you evidence of consumer trials that are
carried out for some new products prior to full-scale launch.

The NPD Manager explains that an approved external s ‘ &S - TESOUICE
used to perform shelf-life stability trials B for the design and

during produidevelopment.“ . development of products ...”
To complete blank you want to complete so it 1s highlighted in red and then dick on the

IS0 2001 3 listed below. Alternatively, drag and drop each clause to the audit evidence that applies.

"8.3.2 €) ... internal .., resource
needs for the design and needs for the design and
development of products ..."

"8.3.4 d) ... conducted to ensure “8.3.5 ... retain documented

that the design and development
outputs meet ..."




RITLFRANE S L L e EaF Rl SRR A WTUFLEET el LamRE R

lalf of 2 new products launched in the past 12 months were late. The NPD Manager
xplains he has not got encugh people on his team to cope with the demand for new

o0

2e)  internal | resource needs for the dasigr

roduds. and development of products

he NPD Manager explains many changes are made to cosmetic formulations during product
evalopment owing to retaller feedback. Only when confirmed by the retailer i the agreed 8.3, Gemafetaif. domented information
srmulation documented on SWIFT,

he NPD Manager expiains that the customer confirms their aporoval to proceed with.a new

"E.3.5 gtain documented informatior

smulation by emal, These emads are kept on SWIFT.

he NPD Manager shows you evidence of consumer trials that ard'tarmed but for some new e B B e A ===
8.3.4 d) . ccfucted 1 erdlire that the @#Eign _:r.!l- N

roducts prior to full-scale launch. " :
3¢ 0 SRR .7y S
— - — I"__ ]

he NPD Manager expiains that an approved extemal laboratory is used to perform shelf-life = LS = S -
2 &) _ external _ resburce needs for the design
tability trials on some formulations during product develooment. = % ok .

and development of products

D compdele the table ciick on the blank section you want fo complete 50 i@ /5 highliphted in red and then dick on the IS0 9001 clause 8.3 extracts
sted balow. Alternatively. drag and drop each clause fo the sudkt evidence that apolies.

RFTHEIRE: 27

The ISO 9001 clause 5.1.1 states top management shall demonstrate leadership and commitment with respect to the quality management system.
In the context of the ISO 9001 management system certification, select the one correct description of top management's responsibilities.

A. Top management shall ensure that all requirements are fulfilled.

B. Top management needs only to comply with 50% of the 5.1.1 requirements.

C. Depending on the organization's available resources, top management can comply with one or more of the 5.1.1 requirements.

D. Depending on the size, complexity and business context, some of the 5.1.1 requirements can be excluded.

Answer: A (A —yt—TU%#ET)

Ex ¥ RE: 28
IRTDAVMRTLEEICEVT FHRIE LRI -OOHENLGETOLADIEFEHEL T ZE WL, RYDFIEF T TIZETIATUVET,
U= URERTITAICK . ETEELVEBEIYavEI YT LTHRANSATA FRERL, TOF T2 avhoBBTETIRA MR VI LET  FLE AT aveBUNEEREI Y aVICkFIv /&0y Te5IELTEET,
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b complete the sequence dlick on the blank section you want to complete so it is highlighted in red and then click on the applicable text from -av€mpand ons to the appropriate blank section.

1.  Identifying the source of information

< |

= -‘p“pd‘ cor

[Gamering audit evidenne] [Eampling available data] [Malcing audit conciusiuns] [Evall.laﬁng evidence against the audit criteria] [‘I.'a‘iﬁring objective evi:lmue] [Euaiual:ing against the audit aiteria]

Answer:



In the context of a management system audit, identify the sequence of a typical process for collecting and verifying information. The first one has been done for you.

To complete the sequence click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropriate blank section.

1.  Identifying the source of information
2. | ‘ Sampling available data

i _ ———
3. [ Gathering audit evidence

it
4, I ‘ Verifying objective evidence |

=l

5 Evaluating evidence against the audit criteria

6. : Making audit conclusions

7  Ewvaluating against the audit criteria ‘

= e e e s s s s s

1

—_—r—,

? Gathering audit evidence] ] Sampling available dataj

| \ -

|Making audit conclusions !‘ [iEvaiuatmg evidence against the audit CFIIEI'IE;‘ J Verifying objective evidence [ Evaluating against the audit criteria |

Explanation:

FHRDRE

MAREELRT—20H% > Ty

ERHDINE

EEH T DIREE

EEEEEICHES L CAIRLEHET 5

BEERRDIER

BEEEEICEL LTHEIT S

ISO 19011:2018 M 6.4 HICL NI BEEFITERZNES L UVHRIIT 5 TOLRICIE ROFIENEENFET1,

FHREOHFTE : BT — L EEOBM &#HE EEZICEHETIFRREZHRETILENHYET, CNoDFWRRICIT, XE LR AB, TOEX FF HEE BELEPEFNFET  FH EBEF—LF A1V Ea— B XELEa— YTV
T E BRICTIVERALIET H5-0ODHEEY—ILERET DBENHYFET,

MARELRT 20Ty BB —LIE IR A VM RTLOBEEMHEBENEERAT 5-OIC FIAAEGET AN RRMEY U TILEZERTIVLENHYFT U TILBEBRFES EEOEM &HE E% T LTEEELYRY
DURVIZEDVWTRET ABENHYET T . EEF LK T—20RYE EBE BEEE SLUV+NHLBRTILENHY FT,

EBMWNONRE : BT — LK AIRTYITHELLAZREY—ILERNT EEHECHEE LKL RE, TEORE, TOMDOERTHIERIMNEZNET IVENHYET EEF LI AE Fzv I YR BE BF BELELZELAL
T HEN DR CTEHMNGAETERINEZEFZR T ILENHY FT,

EHRGHOREL - BEE — LG WK L-EEMNOERYE, T2t SLUVEERZRATILEAHY ET, CAICE EHOBRROEE  FHRIEMEOFIAES S VEROHER | RAXEFIRROBRILG ENEFNIGENHYFET, T . EE
F—LIX BEERICETEFE. A FEREEZRET SILELHY ET,



EEEEEICHES LI-AHLOFE : 55 —LIX BEEMNZETELELLURL BE6MHLTHEMORBREZYM I ILELNHYFET T HEOER RXA NIV T4 XA BEEMGHE, BENLZV RV EZEETILENHY FI . EEF— LI EEAT
WEFE T A0, EFMNGHIR AL EERAZERT 2LENHY ET,

EERRORTE BT — L BEEHEEEHMAL XA AV M ATLOEKRMEN I A —I VR EENEEZTHTILENDY ET, - . EEOHM EH EEICNZ BEENEFESLIVZOMOMNEEFREORIEHAFILEBT ILENHY F

T EBEF—LIE EBEEERCOVT BHENOEETERMNLERERZTOILENHYFET, ChIZE FEAE ERLE-AEDERE REHBOVEN, BA~NDBEAELENEETFNET,

EBEEREEICHES Ll : EF— L BEERERELEL—L TNHEBEECEEGLTVWS L  BLUTADI OBEULGERMLICE >TEMRFTONTNESIZ LZ2HRETIVLELNHYFT , T BEEF—LIE GESN-EEREEOHA LERA
ZERAVWT EBEEERIEEXMRES LU ZOMOREGREICERN OMRMICEEINDILERRT ILENHYET,

SEX@k: 1ISO 19011:2018(en) YR AV P RATFLDEEIZET2H4 K514 >

RHfAE: 29
) A2
NLE EHRNICEEXEZRETOINTIOBREESHTY  EHERETYY FIATIL—Y EFLETT AUGFECHEOREZRELICEA EFICHYSVEZM#MIFLTEELL, LML RHES RORERLKIBICEML BEHNSDOE
EAEmMLEL,
NEMELBEERREETSDIZHIC N)LIKLISO9001 [TEI REEEIRATLA (QMS) #BALEL BREEE, REIYR—Cr—DOLRAY =280 I EIELRIAD S5 AOTHEEB CTHERIND QS BAF—LZEI B EIFE LT,
LR —[ZQMSE EDRECEE LERZTY L TEIEREZAE>TLWELE, T BERMORREEQVSF—LIZEDSI I EERELFLELN BERBIMDOBESELZERICHY L1,
F—LlE QMS DEFEERD LS ICEZELF LT,
QVSOHERHIZIZ BREMIICEET 2T RTCOFHNEFENET, ILRA Y —EREAHEEEL  BEEBOREEBIHICF—LIIRRLTLEL -2 FE LT,
BREETIE- BEOERFLETI-OOHFLVEBKREZREEL BAEORHEZERT 2-OI2BM L ICETATEERT 5 L 2&BMITELE,
MBAHIEILRA)—IZ&E>TERESN BEMEBICK>TEREINELI:, CNTEALWLWTLELOIMN?
SFUA2EBRBLTLLEEN,
A LWVWE GEAHEIBELNY TICE>TEESh RBESNHIZLELAHY ET,
B. XL\ MERY V—IEQMS REF—LALICK>THIIh BEMEICK>TRIEINET,
C.LWLWAE RERY—FREIR—Cv—IC& > TOAEILIB L UVERBEINIZLELHY ET,
D. [T BEry TIZEMEINTULWNIE, EEHIRKEETHNITHETIRY O —FEKETEET,
Answer: A (A —vyt—T%EY)
BIFMA DML BEM AR 1SO 9001:2015 ) 5.2.1 I (MEAEHOMHEIL) TIX BE MY THREAMZHILIL EEL MBI IVLELNHLIERESNATLET,
COVFI)ATIE, REEEE (RY)DRYO—ZERLELEDN, BERBIABALEELLEN 20 521EISERLTVEYT RY S—EF—ATHERTEETA, TOEEELRRICIRERMHILENIEXRZASHELNHYET,

=PTfEEE: 30
L 1ISO 9001 BREEZZ T =Y TSAN—D oDHE G ES—EREZBATEIIEEZRELET,
4 DDIRHWHEEZ BENLGT A Y FE—BSEET,
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Match the four organisational functions to a potential benefit.

Improved communication with suppliers
Purchased materials recaived on time |

Reduced vanability within processes |

To complete the table, chck on the blank section you want to complete so & is highiighted
following organisational functions to a potential benefit. |

Answer:



Match the rour organisational funcons 1o a potential benetit.

Potential benefit

Reduced incoming nspection 1 Quality |
& o e

Improved communication with supplers || Procurement |

Purchased materials received on time I_ = Logistics _ ':
- ==

Reduced variability within processes | Production |

To compiete the table, chck on the blank section you want to complete so & s highlighted in red and then chck on the applicable text from the options below. Alternatively, drag and drop each of the

following organisational functions to a potential benefit.

Explanation:

ZABRBEOHIB #A. &8

IS4V —LDaIa=27—2a0DHEH#B. #
BAEMIIHHEREY [CRBINEL-#C. ¥R
TR RANOEEEDER #D. £#E

1ISO 9001:2015M8.418 HEfMSIRESINDTOER HRERUY—ERDER |ITENIE HBIENBHSRESNIERRUY—ERDNREDEREBEICEHS LTSI LEZRIT DI ENAROONTLET, MHBEAISO 001 EZ 1TV TS 4
VA oHETSIET ME MR ZTLTAZI 22— aVICB T2 BEUN I YERICRIEESNET, ChITKY HRAGHEEICODE-A2HARBINRILEESNET,

*ZABREOHIE (RE)ISO001BHMY T34 V—FBELREEEASH (BL2E)ZHEA TS ZABOEREOVLEMIABHINET, ChE  ZABRBLRIAICETL2REMMAOEELEELTVET,

*HITSANY—EDIAZI 27— a00BE RF)BAZETE M TONA F—~DEFERLGCEHOBEEN BRI TVET, FEF, CAODEHNERIN HE-INTWESIEZRIATHILTERLGREZRLET,

*EBAEMOMERES (R - MEUEBMRIE, 2CDBEE. ARNLEY T4 V—DFE&EE (BALITB)DOHERTT , MREHMAL, EEDORALLEHRNTOCLRDR T D1 — LEEORELZELTAYY FEBTLET,
*TORRANOEEEDER (£E) RSN I2HHEO—BHIE RELE-FRARELEETACREYR—FLET, I F858 EELRLIUY—ERDREBE OEELAETT,

SE XMk

ISO 9001:2015 ££188.4.1 - —fiRFEIH

ISO 9001:2015 8.4.218 - EIRMIESE L s

ISO 9001:2015 ££I188.4.3 - A &R T O/ A A —[ 1T D1ER

ISO 9001:2015 &£IH8.5 - £FEH &K UH—E X1EH#H

m



FTERE: 31

) A3

Fin-ProldA —X b)) 7DERKE T BERRT EEEE REY—EXZREELTCVET, ALEASBIELRXICEVT—EXRBEORLICEKR L2 KELGEZ#ENICERLE LT,
BEEOEEZRYRT-OHIC FEMEIEXISO9001 ICEDIC QS #EALFELE, 1 & BEMIIHITORIHETH S ACB [TERK L 1SO 9001 RFEDEGEHELE L,
EEF— LI BREELGIEEEATHAIIIITHEND SBOEBEATEREINATVLWELEL ERICELEE ACBREEF—LICEEBEEZEAMFLEL,
BEEF—LIEET Fin-Pro @ I1ISO 9001 EH(CxtT HEMRICEHT HIRBMEWNET S &M DIROFELT:,

XELEINFREHERLTVDEEIC, FL—ZUJLEHER LYV a vORENIREL TS I EICRMFEFE LT,

HEK R ZHERT S-OITKEE~DA VI E2—FFELFEL,

F—LIFXE- REEDRENZHEZRTIH-OICHBREBHFEREX LEL—L SHOFEIRE WS LEN MEBENEH) #8RLEL:,

BEEF LT ZSHL RAERBREERZTZEB L -EEREEZ/ERLFEL,

DFNAIITRENTVSELIICT ACBDEEF—LICK > TIESN-FIHDOFELEIIMTT H?

A . XE HERR O,

B. A8, X&. &%,

C. BiAry, S:ERY, P HTHY,

D. g2, — R84, EMER,

Answer: B (A —vt—U %% 9)

TERIMN DAL EREA -

BEFEIHLZ(X 1SO 9001 ADEMEFFHE ST 2 1=-DICSE I FLHAETINESINI-BERILEENT T,
2015 EQE#H,

FESHE:

ISO 19011:2018_ 5§18 6.4.6 - B &ML BEEIHLIEF BN TRIIAAEETHY BFRICEIC LD THITNIELR Y FEA,

ISO 9001:2015_ 58 9.1.1 18 - B4R AIE . 247, B L UFHE: MBI EHDO Y —RD o T—2ZRELTHML . BDHEERIITIVELHY FT,
DF ) AITRESNLEEIMNDIES:

ABEICK B - FL—=2JBLUVEER LY a VICEATAREE~ADSA VI Ea1—,

AERLE SR - FAEE BTSRRI E . MBS R,

MERRIEERL - FEEH EETE T 5 - H DI ERE,

EBMNBHEDIEHEETLLOIN?

EEF—LIE OFE 42521 —) XE (B SLUPEN (RESHENIAEZHAEHETHERLELK:,

CO=ZAFE7IO0—FIC&Y EBEEOEEEARLEL AV TSAT7URRIENMRIEESNET,

AT a3 UARESTNADIEHEETIH?

A (FESEEIHL) # 1SO 9001 F£1=(F 1ISO 19011 D EXLEERETIEXHY TEA,

C (S HTRIEENL) # DT EELGFEZTIEGEMN o2z RYTT,

D (EMMGIROA) # EEICIEEEMGIR (/1 V2 Ea—) EEEMLGIIHL CE MIEMEIN) OmMANEFENTVSZH ELLHYFHA,
S .

ISO 19011:2018_6.4.618 - BS & SE#L

1ISO 9001:2015_ 559.1.118 - Bs4R BITE . 947 . 54
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RITRARE: 32
Y—FN—TFT 1 EBEORODFIEZ ELWERICHERTLL S,
Put the following steps of a third-party audit into the correct sequence in which they happen,

To complate the sequence click on the blank saction you want to complate so jtis hiohliahted i red and then click on the applicable taxt from the options below. Alternatively, drag and drop the options to the appyopriate blank section,

Interviews Issue Certificate n dit Fifdings | Stage 2 Opening Meeting Stage 2 Closing Meeting Surveillance Audit i Follow-up Audit

=
Answer:
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Put the following steps of a third-party audit into the correct sequence in which they happen.

pe

| | Stage 2 Opening Meeting

3. .3 ‘ Interviews

=
I

4. | Stage 2 Closing Meeting
L 1

5. Close-gut of Stage 2 Audit Findings

6 I ! Issue Certificate I

e = Ty
7. I Surveillance Audit I
8. | Follow-up Audit |

To complete the sequence click on the blank section you want to complete so it is fughfighted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropnate blank section,

— e L — e [ I e e o — — I B —————— T —————
:’- Interviews : Issue Certificate : FCLoﬁe-Dut of Stage 2 Audit Findingsl gl Stage 1 Audit I Stage 2 Opening Meeting | I Stage 2 Closing Meeting : I Surveillance Audit I i| Follow-up Audit
| 3 | | e e s e e
Explanation:
&R

AT—U1ER

RTF—=U24—T=Zv53—F405

A3 E1—

AT—U2FERE

AT—U2BEBREDIKRT

FAEBAE 179 B

BERER

J+xB8—7 v JEE

D= UREETTRICIE . AT avEBULEB I A VIZRSY T TUR FAYTLET,

BRATY TOBELGHRBAIRODELY TT,

AT—UIEE I RT—O2BBICRT-HBOERBRKREZTHMET 2L 2BMNE LERVDEETYT MEIR DAV M RATLAOXEH#* LEa—L BEEOGHHEEBMEZIMEL EXEX vy TOTEEEEELE T34,

AT—O2BRRE CNERT—O2BBOMREEITARETYT BB E BEERE BEEGH EEFLZHIALEY, T #EZANEROCBRSZEZIRET SRS LIREBEINETIS,

AVBAEa— CHEE2ERETDILEHTHY BEEF—LIIREBEIRDA VM RTLAIZEET 3HLAEADA VA Ea— TOCREEFHOER BREXEDHEZE L CANEZNRELFT EEF—LIE YT 2T BlIE, o 5Hlilk &
DHRRABFEEZRAVT REBEIRDAV I ATLOESHEEANEERIEL £9345,

AT—U28TEREB CNERT—IO2BEBEDRTEZEITS58ETYT  BEERR EEER. T L CEEREEZHERBICRRLET  FL HEEEN 74— PNV I ZRELEZY BRLEZY  HOIWIIERBEICEZRZBA YT IR IEHINAE
934,



RT—U2BEBHRDOET ChE R T—CHICEE SNBSS F IR EORSICHLT -0 HEEENEVLREHELXE L LRI S TOERTY,

2EE BEEF—LIX REHEOEAMNMEHERT 5-OIGIHOREFEERLZY 74 0—7y THHZERLIZY T 5560 H 534,

SBAZEDRT BB —LNREIRDA VP ORTLANHBOERFEZH - L EXEFEAOCRBROMEN RN LZHERE LGS  EBENEEICHERIBEEZRTIT 5270 ATY , IAZOEVHMIE— LM (EBERM) T, EHNLEY—AN
1S VREEDORERELEY £934,

Y—RASVREE INE REIRDAV M RATLOBGHAESHEADEEZERTS5-01C EFF1REPNICEETEZERT S TOLRATT MEIRVAV I RATLDERE ®E NTH+—IVARELVEa—L #FEHEFEEPHEDOHS
FHELET34,

IJA0—7yv7EE ChE B EXLGERE BB FLEEEXRLGFERICHE LT, ZORELEEREN B L REHBERART A-OICEBNEEZE T 270 AT  EBRERICE > T BHAO—BEILE RYBEL, EF-EEFHFNTHNSS
BRHYFET3HM,

HTREAE: 33

You are preparing for interviews with two members of top management. Based on the information that you gathered about the organization, you conclude that it is the top management who takes all the important decisions and closely supervises and
controls employees. Based on this, which management style is practiced in the organization?

A. Autocratic

B. Laissez-faire

C. Centralized

Answer: A (A —vyt—T%FREY)

Comprehensive and Detailed In-Depth Explanation:

An autocratic management style is characterized by:

* Top management making all decisions without delegation.

* Strict control over employees.

* A lack of employee input in decision-making.

Centralized management (Answer C) refers to decision-making being concentrated at the top, but it does not necessarily imply strict control. Laissez-faire management (Answer B) allows employees high independence, which contradicts the scenario.
Reference:

ISO 9001:2015, Clause 5.1 (Leadership and Commitment)
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ISO 9001 DE=FEEICEVWT MESNRREBHEICKE L THENTHT IDELH LI —RIZTDOVNT 2204 T a v EERLET,

A LR— MIHREFEEALHSIATHET,

B. BEN=ERFINHRESINFET,

C.REDHENELFET,

D. EXGFEENRELELEL:,

E.BEDHIENRESINET,

F. B MG EENEELEL:,

Answer: D,F (A —vyt—T%%Y)

ISO 19011:2018M6.6.21EIC & b & FHEE L FERBEZH L TVWEVWI ETY  FHEEE EEEENCDEFDOUHELEEICIE LT EXGFEES LBMETESICAEINFET  EXLGTES L ET HBOIROAV M RATLNABERLEERZ
ERT ARNFELIEELHEICEEZSEZASTEETT  BMETES LI HBOIROA LV M RTLNERLI-EREZERT 54 jJitlixéEk%%{—'a‘-z?&b\ﬂ'a_é\fﬂ'ﬁ BEEEEINODBRERTT,

ISO/IEC 17021-1:2015M9.4 9IBIC & E MAT MBS NI-FEESEZHR T 5=DIC, EOON-HBRNIZFRZAHM L EEFAFZEERFEODERNGEBESSURELEZRLE BT S EMNRODLNTNET, £ MRIE ERFADBES &

VRERNEDEMIKR EAMEICET SRR LN EZMEAICIRE T OIVLENHY £7, FRAEET HBIERL-BESLUVURENEZRIIL RART—2RERELET2,

Lo T MESNLRRBEICKHE L CTHENTHZECITLENHLIGZEDERKIIDEFND2DTYT, chbold  BRES L UBEBLENDELLRIBEENFET S LERLTVET, TOMDBERRKIFIELL HY FEA, BESNE-HKRZBIEIIHIG
L CHBOMTHEZECITBENGNVEHTY,
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AREEICIIHERZENEH SN TOET HREFIHELE FTESLITEBROGVRERECTT  HRBEITHEBICE >THRAZHEDLDTEHLGL RBERTFRIZHLEEZEAFEA MBIIHREEEZZITANIMER T IO ZTEBRTEEITH,
ZNICEDVTITETSREEIHY FHA,

*B.UYRTSVTA ROERBEARESIND JYRTSIVTA RADERBELIE BBOIRIOA Y R TLODBAFRLIEIRA N TSV T4 R ERTEENLGEHERETT VY FTS V9T AORRBEFIFESLIIBEELTHE ST FRBEALX
T—ARARIZEEHEEZFHA BRIETY F TSV T RORREFEZRMELIIRETEIIENTETETHN, TNITEDVTHTETILELHY FHA,

C.HEDHESNMEREINTIGES  AEBILIE BROTAR DAV M AT LAZBEFLEIRELCLTELAREDOHIEEHTT . AEDEREEITEESLIIBAELTELT  RMR T2 RICLEZ LFEA, ARIIHEDEESEERT INERT OINME
BIRTEFEIN ST LERETILEFHY FEA,

‘E.HMEHERRORE  BEHEHI HBOTR AV M RATLNEREEZF LTV LZHRITHILDTYT  BEHERREITEELEIEELTHE LT BRART 2 RICHLFEELFLA MBIIESHERREZRET INMEET I EE
RTEFTH  ZNICEODVWTTHTIDLEIEIHY FHA,

S H8:1SO 19011:2018(en) Y~ A U F AT LDEEIZET H5HA4 K54 > ISO/IEC 17021-1:2015(en) #EE MM - YA AV PR TLDEEBES L UREZTOHEICX T 2 EREIE
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IR BRY—EXRBEN MO ERERRULI O REFRENOEBRZRBLELI SO ELTVWET, HLEFLIFEETE L LT ISO0TNDRT—I2BEEF#E ML  U—EXIR—D v —LHIZEBHWABTEZHR L TVWET,, U T ERITBEOERLE
BEToNTOWES, Hhlz  BHOBRTEIEDELSITEREINELLZLI? | VY —EXRIRX—Cvy—  ERTLIEM FEH BRAZERELELERT O IL— BBV FET, —HEBEHEL L THEEWVZEZVWTWET, ) iz BRHICEFATL
HETABECFMEBELLEDERIE FETEDLSITHONATVEIN? | H—ERTR—Drv— ERFHEF—BRAEEERRELTVETD BEMNSDEFIOHNIE, COoDIT ) TOEREZLVERIZITVET, | b REOFFEECEHAT
SHFEBEUECHEMTIN? | H—ERATR—TVr—: DWZ  ZHEDZFDOESICONTIE, FHERICEFEL TULVET, 11SO9001 822 a1 BIEDEFEAFIEHT A2 LICLFE L, ERTEMNHealth TrustDRIELZ LICBESN = EAHIBAL1=
& 1SO 9001 8.2 4IEICEDE FOFBEEZHEWT A LICLEL, BHNETHEESNEESFF L IELZIESFFNERSINATWEL, 74 0—7 v TEBETRESINF-ZERHEIL, Health Trusth 5 L WVESFIOFERHFI /52 &1TLI,
DHEZZ(TANGHLSERIE RODS5EENTITHI?

A RBIEZWEIL Health Trust TIXCMETHEASINE-ZEABHY FEA,

B.ZD7Y Y3 IiE Health Trust NEBICEET A EFAHIRELTULET,

C. ARy IJE#HLIWMEEMEDFERAEICOVLWTIEZZITTLEEA,

D. Z{ZZXEHET A2 TOAN’TL I TWWEEA,

E. KELEVEEITDILEMEIZEMRMTHOAREENHY FT,

Answer: (fAZEZRTT 5)

*1SO 9001:2015M51E8.2.4 - M FZ B L UH—ERDEREIENDZEE:ISO 9001:

2015 F£IE 824 TR HAEFEEY—ERDEHIZEENH --HEE, BET H2FEFBRSE (CDIFZEE Health Trust) ITIEA TEE L /T AIVENH I ERESNTLET,

HERAELZEERORBICEAT S22 22— a3V EERORMIE, COFEOHLMTEREZRLTVWET,

*RESN-ZEHEDOSH : Al FREEMEDOFERIZTDOVTAILR FSRAMOHAZHBD ICEERELEL, COBEBEXERMICHNLZINTHY BHNEFZEETI-OOABLGEFEEE O LRORME WS ARMGHEICKLT 5
ERLC AR SR ML DEREERIIRE LTWET,

*F T3 Vo

*A REEEME (THealth TustCINETHERA SN ZENHY FEA  FEBTYT, CNITBRESFETEHY FIHN  ZHNERICHET S TOCANFELEVWE VWS TEEOIRARR L LEZEBRLAHY A,

*B. COEE(X, Health TusthAZERICRIET A EFRMHREEL TS B HENCZORAY TIN, TAAXTELBBETEHY A, FEE(L, Health Trusth EET 2N ESINTIEHEL  BEEBI-HORRNET7 TO—FHARMLTWS Z LIZH
UET,

*C.EEIFHRIELEMEOFERICAT IINFEEZITTULVEL : 3, CHITREEDEESN 1.218) ICEET IHDOMETT N 824BICEDESERERHENZITANONEVWELRERTIESHY FHA,

*D.E2MERTOLINBHEINTULVAEGL  EEBEARNLTREIL, ZBHERICETIZEEEE JOEX Health Trusth SOEXLZREMBZSL) ZHBAETELIEIHILTWVENWI ETT RESAEREREX, FHRMICZO & 5 ZREIMARIMIC
BHLEENDSZEZRIATHEDTIEHY FEA,

YE.REBEEVMEETOEEYEIFZENRMTIEGEVAESELH D : 3V KEBELEVEOEYHE EEEETOLRDORME VWS IRAMGREBICLEANIEZRMELEDTT,

*IELWI &EFHYHR— 95 1SO 9001 SHE:

*EIE 824 BRIV —ERBEHDOERICOVWTIX BERICKIER . GE. AENMVELLRYET,
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*10.2IH (FHEEMRELE) : HBTESORARRAICHLL BEBHLEO-OOEEZELILENHYET, COSHE BARRIEEEETOLRORIMNTY,
*DOIRETHIEH  BAMEEEL, ZNEHOEELEEL SETALHOERGTOLIAAEBRICHEELTOEN22ETY, COTALRDF vy TITHLT 52 LIE AFROTEEDBEHR LR C=OICRAIR T, Health TrustiZEES &K
HEFLITTIE, —FHHLGRRRICBEY AREAROBEICHLT 5 LETEERA,

=#H[ERE: 36
XNeRbLFICERSEDHBEZRRL TS,

Select the word that best completes the sentence:

"The purpose of a management system standard is to

ol J

o "‘ then click on the applicable text from the option(s) below. Alternatively, drag and drop the

Explanation:

"The purpose of a management system standard is to improve the performance of an crganisation.”

ISO- READAY FURTFLEEBOR—DIZEDE HRHUBIRDAV M ORTFANEHAY Y M 2HOANEEDEEORL YR EEOHRE NI LBEORE ZLTA /A= a v ADBERDBRILAEENEFLNET YRS AVFIR
T LBEEOMEMFIAR WUMSS)INY FTuYI2H IR DAV M RATLREOEME BEE BN EELEMNEERTIOICEBNICERT IREATELAFIBEERET S LICLY MBONT+—I U AMLEXIET DI ETHIERHINT
WET,

LEA->T Z2EXITRDLSIZHYET,

BEEORATLEBOBME HBONI+—< UV REALEHEZIETY, |
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DF VAT ALTAXIEA Y A L7 MITNSEZEE HBELUVERHY—EXRZRETSIETT  AHIFI7THOMBEZEELTHEY BE SXEDOIOLIMREZEHELTVWET AL-TAXDCEOTH DU 7L A—J LKIE BEEICREDY—ERZIR
DI ELITRALTNSERRTNET il AL-TAXOHY—EXRICEKZH OFREEN#MZ (BEIFEL:,

FIRBEEDEHEZH-L REZILICALIES-H, )T LAIFMOBRESRE LISO 00MZE I REFTEVRATL QUS)DEAIZDODVWTIHEBELEL HBEOF T BREHHO— AL AL TAXDORETIIQMSEZEAT HIZIER+HZEFRLEL
o T BDA VN—IE ALTAXWNEXZEBRT 2ERICIIQMSITEATERWEEFRLELZ, LML RBHDA VN—DQMSOBAICEREZEZHE LD VT LA TOD Y FEIXBEFELT:,

4] Liam [X AL-TAX D QMS EEFXIET H-OICEREELGO VO HILI VM EEVE LT,

WHIEET ISO001ZEDQMSEBEDN-HD TOR EFEFEE R T A ENGIBODEL, LI MEAHNPALTAXOBHEKRICEYITHY EREBICAMIN TSI EEZHERELELZ, 512, TAOERICETG) YV —ALHERS
N.EEIN HEORSIFESNDIZLEHREICT S TOLRIKSILSBHELT,

EETOLXP LamKEAVHILE Y MME, TOCRDPHBE SN EREERTIOZYTFIAEEDOHIEREZHET A LICERAZEST QMS RED 6 MAZICEBEMLGARES ZRET 5O IOIDFHEEEZERLELT:,
AL-TAXIZAEEEEZRBEL E LIz, ASEEDHERE . QUSHISO 9001 DT R THDEHFFH-LTLWEWI EMNBALMIHRY F Lz, FLGRREIL, QUSHS5.1.218 BERER ODEHZHELTELT YIS/ V—LOBABTA—ToHaza=4y—2 3
UFYRILBBERINTWNGEN -2 ETY,

ZTD®RIEM, AEZTNZENDOREFICENTPDCAY A VL ZR LGN SQMSOREICTY HAFE LT, STEILZEROMRER/NMEDEI THM T 570 DHELERII/MIETTRAMLEL, BRELGXIKRFHE C1z%  AL-TAXIZISO 9001 D FRREE
ZHEIHIELEERELEL,

FREDOIOFUAITEDVWT ROBRBICEZTLEELY,

DFVAITRARIZL 52, AL-TAXIZFPDCAH A VL EB L TAMSHEND—IRE LT SEENT7 IV a v OBMMERIELEL, COTV—ATRHEDEREEERLEL-MN?

A 95

B.¥Fxzv”%

C. 178

Answer: B (A —vt— U %&9)

TIEMIM DEEMAERAA -

PDCA (FtESE{T £Ffi E) Y4 7 )L ISO 9001: 2015 THEASN TWSIMEMHEETILCTY, FHMEI 7z —XTIE FHBEINETI L 3 UAMRMTH M ESHZEHET 5-DIC BREZER BE MM LET,

DF JA1TIE, AL-TAXIEZPDCAY A V)LD FEFRIBRMEICRET S GESNETI a2 0FDMETAMLELZ, 91118 (BERAIE, 7247, 58 T BABIEIQMSZETHE L . REDLEMZHIMT S ENKROLNTLET,

S

ISO 9001:2015_£180.3.2 - PDCAHY 1 7 JL
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ISO 9001 ME=FHEEZXZHELTHY EEFEORDERIE NEEEITY,

BESFEHOEBRLBROY U TINEHRELIZEIA ZDRKRICTEESRENEFNTVSICEMDDOLT AOFMKLBLONTWENWI ENHBALFELZ, 2T MBEEEIR— v —ICEAHKEITVEL,

You: "l have noted that many of the older files contain non-conformances that have not had any corrective action taken." Quality Manager: "Because the business is always changing, the departmental managers tell me that the non-conformances are no
longer applicable. | made a decision that any non-conformance over 3 years old is automatically closed" You: "Do you obtain any confirmation beforehand from the appropriate departments that the non-conformances are no longer applicable." Quality
Manager: " No, because they are so old | consider that they are no longer appropriate. Please remember that we take a risk-based approach which means we audit where and when it is considered important to do so.

Select one course of action you would now take from the options.

A. Interview Top management to determine whether they were aware of and agreed the actions of the Quality Manager

B. Review all non-conformances reports related to clause 9.2 of ISO 9001

C. Interview relevant Departmental managers to assess whether the older non-conformances are still valid.

D. Raise a non-conformance report against clause 9.2.2.e of ISO 9001

Answer: D (A —vt—T%EY)

According to ISO 9001:2015, clause 9.2.2.e, the organization is required to retain documented information as evidence of the implementation of the audit programme and the audit results. This includes the records of the nonconformities identified during
the internal audits and the corrective actions taken to address them. The organization is also required to verify the effectiveness of the corrective actions, as per clause 10.2.2.
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Therefore, in the scenario given, the Quality Manager's decision to automatically close any nonconformance over 3 years old without obtaining any confirmation from the relevant departments or verifying the effectiveness of the corrective actions is a clear
violation of the requirements of clause 9.2.2.e. This indicates a lack of control and follow-up of the internal audit process, as well as a potential risk of recurrence or occurrence of the nonconformities in other areas. This also undermines the credibility and
value of the internal audit programme, as well as the risk-based approach claimed by the Quality Manager.

Hence, the best course of action to take is D, to raise a nonconformance report against clause 9.2.2.e of ISO

9001, and to communicate the audit findings to the relevant management. The other options are either insufficient or irrelevant to address the issue, as they do not directly relate to the noncompliance with clause

9.2.2e.

References:
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Whistiekleen is a national dry cleaning and laundry organisation with 50 shops. You are conducting a surveillance audit of the Head Office and are sampling customer complaints. You find that 80% of complaints originate from five shops in the same
region. Most of these complaints relate to damage to customer laundry.

The Quality Manager tells you that these are the oldest shops in the organisation. The deaning equipment needs replacing but the organisation cannot afford it now. You learn that the shop managers were told to dismiss most of the claims based on the
poor quality of the laundered materials.

On raising the matter with senior management, you are told that there are plans to replace the equipment in these shops over the next five years.

Match the ISO 9001 Clauses to the statements.

The organisation infoemang custome s of the reason for the damage to thee bundry
Management aliocating sufficent resources to replace outdated eguipment
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Explanation:
A screenshot of a computer Al-generated content may be incorrect.

Statement

The organisation informing customers of the reason for the damage

Management allocating sufficient resources to replace outdated equipment

Corrective action to deal with customer complaints

Top management addressing the risk.of damage to cusfoegpr \

Management setting a quality objective for the level of @Mmplai o (J l3

; ==

* Clause 8.5.3 - Property Belonging to Customers or External Providers:This clause requires the organization to care for customer property while it is under their control. If there is damage, they must inform the customer and retain documented information.
Thus, informing customers of the reason for laundry damage relates directly to this clause.# Reference: ISO 9001:2015 Clause 8.5.3
* Clause 7.1.3 b - Infrastructure:It refers to the provision and maintenance of infrastructure necessary for the operation of processes. This includes equipment. If resources are not allocated for outdated equipment, it directly breaches this clause.#
Reference: ISO 9001:2015 Clause 7.1.3 b
* Clause 10.2.1 b - Corrective Action:This clause covers actions to eliminate the causes of nonconformities to prevent recurrence, including evaluating and correcting customer complaints.# Reference: ISO 9001:2015 Clause 10.2.1 b
* Clause 5.1.2 b - Customer Focus (Top Management):Top management must ensure risks to customer satisfaction, including property damage, are addressed. This aligns with addressing the risk of damaging customer laundry.# Reference: ISO
9001:2015 Clause 5.1.2 b
* Clause 6.2 - Quality Objectives and Planning to Achieve Them:Setting objectives for reducing customer complaints (like those about laundry damage) falls under this clause.# Reference: ISO 9001:
2015 Clause 6.2
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Whistlekleen is a national dry cleaning and laundry company with 50 shops. You are conducting a surveillance audit of the Head Office and are sampling customer complaints. You find that 80% of complaints originate from five shops in the same region.
Most of these complaints relate to damage to customer laundry. The Quality Manager tells you that these are the oldest shops in the company. The cleaning equipment needs replacing but the company cannot afford it at the moment. You learn that the
shop managers were told to dismiss most of the claims on the basis of the poor quality of the laundered materials.

On raising the matter with senior management, you are told that there are plans to replace the equipment in these shops over the next five years.

You raised 2 nonconformity against clause 8.5.1 of 150 ! iy o " =1 SenlonTes :
"The failed to contrafithe laundry rations prov in five shops. The

used was not capable of producing the reguired senvice.

T0 compiede the sentence click on the biank section you want fo complete so s highlightediin red and then chick’ an the applicable text fram the
options befow. Afernativel: drag and drop the options (o the appropriate Slank Saction.

| procedure l guslity system ] [- efficiently [ people I equipment [ facility

i SEIVICES | customerns I manager [ consistently I organisation l normaly

Answer:
TR

Yiou raised 2 nonconformity against clause 8.5.1 of 150 9001. Select the words that best complete the santence:
. = A " — ‘ ) — — — 1

The | | quality system f failed to control the laundry operations provided for | I customers 4 in five shops. The

 — L - -1“ e o —"_ - L - A L]

i | equipment used was not capable of consistently T producing the required service.
________ J L —

To complete the sentence chck on the blank section you want to complete so itis highlighted in redand then click on the appiicable text from the
s to the appropriate hiamk saction.
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Explanation:
The quality system failed to control the laundry services provided for customers in five shops.
The equipment used was not capable of consistently producing the required service.
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Answer: (&% &RT9 5)
IR DFEM 7 EREA
ISO 9001:2015 MEE 10.2 I8 (FEEH LUVRELE) TRV BEMELDIEHO HESNLIATOTEESEIXELEIh EEXREICEESNILENHYET,
BHMOTESE, MET S EERGEBICOLALAREMUAHY T, EEEF ROEE T 1 —XITECHICHEBICHRE L REREZELONDSLIICTHILENHY FT,9.221 (NBEETCEH, EERBRIEFLGERELETNEGRSHVERTE
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What is a list of actions that should be performed during the audit with their respective timeline?
A. The audit objectives.

B. The audit criteria.

C. The audit schedule.

D. The audit offer.

Answer: C (A —vyt—T%EY)

Comprehensive and Detailed In-Depth Explanation:

The audit schedule provides a structured timeline of activities to be conducted during the audit.
Clause References:

*1S0O 19011:2018, Clause 6.4.2 - Preparing the Audit Plan:

* Requires the development of an audit schedule, including the sequence and timing of activities

*I1SO/IEC 17021-1:2015, Clause 9.1.3 - Audit Program:
* Certification bodies must establish a schedule for conducting audits.
Why is the Correct Answer C?
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* The audit schedule ensures systematic execution of the audit by defining activities, responsible auditors, and timeframes.
* A well-planned schedule improves efficiency and helps auditors cover all necessary areas within the given time.
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What type of audit evidence are policies and guidelines?

A. Confirmative evidence.

B. Technical evidence.

C. Documentary evidence.

Answer: (&% %K D)

Comprehensive and Detailed In-Depth Explanation:

Policies and guidelines are considered documentary evidence because they are written records that demonstrate how an organization complies with ISO 9001 requirements.
Clause References:

*1SO 19011:2018, Clause 6.4.6 - Audit Evidence:

* Documentary evidence includes manuals, procedures, and policies.

Why is the Correct Answer C?

* Documentary evidence includes written records such as policies, procedures, and documented instructions that support QMS implementation.
* Auditors review policies to verify conformance with ISO 9001.

Why are the Other Options Incorrect?

* A (Confirmative evidence) # Not a recognized category in ISO auditing.

* B (Technical evidence) # Technical evidence refers to measurements, test results, or product data, not policies.
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Match the process descriptions below to the process names:

The process by which the accuracy of test equipment is checked against a known standard. |

The process by which a product or service is visually examined to determine conformity to requirements.

The process by which data is examined in detail to reach a specific answer or answers. |

The process by which a parameter of a product or service is examined to determine a specific value. |

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Altermatively vou may drag and drop each of the following process names to the
descriptions:

Calibration J [ Evaluation l [ Sampling 1 { Monitoring ‘ l Analysis ] l Measurement

Answer:

Match the process descriptions below to the process names:

The process by which the accuracy of test equipment is checked against a known standard. |1 [ Calibration |

The process by which a product or service is visually examined to determine conformity to requirements. | Evaluation |

The process by which data is examined in detail to reach a specific answer or answers. I Analysis |

— =

The process by which a parameter of a product or service is examined to determine a specific value. | I Measurernent I

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively you may drag and drop each of the following process names to the
descriptions:

— e e e e o e

L T
I
[[ Calibration J [ Evaluation ﬂ F Sampling t ] Monitoring ‘: |l Analysis ;| Measurement
—————— N C—; [
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EHfEIRE: 48
An organisation wants to certify their ISO 9001:2015-based QMS for the first time. Arrange the activities in the correct sequence from 2 to 5.
To complete the sequence, click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropriate blank section.



An organisation wants to certify their ISO 9001:2015-based QMS for the first time. Arrange the activities in the correct sequence from 2 to 5.

To complete the sequence, click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options b8
appropriate blank section.

Establish the management system

——apdf.cOBEC

[ Internal audit ] [Hanagemmat:ﬁ.eview} [ Supplier audit ] [lniﬁalcemﬁcauunaudit—stagel]

Answer:



An organisation wants to certify their 1SO 9001:2015-based QMS for the first time. Arrange the activities in the correct sequence from 2 to 5.

To complete the sequence, click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the oeptions be
appropriate blank section.

1. | Establish the management system
= ———e
2. |, Supplier audit ‘ I
i g
3. |} :[ Internal audit I
| EEEINE PR
4. || Management Review l

3. | Initial certification audit - stage 1

cemﬁcfgau‘!? stage 2

Explanation:

#H#ED 1SO 9001:2015 R—XDREEE L AT L (QMS) ZHOH TCRIAT HGE. ELWTFITAET A DIEFIFIRDELSICHY FT,
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mFTIRE: 49
You are auditing a manufacturer of specialty tea products during a Stage 2 certification audit. In the quality laboratory, you interview one of three operatives conducting sensory testing of a batch from the production line.
Select three options of evidence which could demonstrate conformance with clause 9.1.1 of ISO 9001:2015.



A. Operatives having a university degree in food science

B. Analysis of the results of sensory tests

C. Independent experts were brought in to review test processes

D. Laboratory staff routinely tested for respiratory ailments

E. Outsourcing the sensory testing to an accredited laboratory

F. Safe disposal of the tested product

G. Sensory testing results are recorded

H. The Hedonic Method is used to monitor the quality of the product

Answer: B,GH (A —vt—T %KY

Comprehensive and Detailed Explanation From Exact Extract:

Clause 9.1.1 - Monitoring, measurement, analysis and evaluation (General) requires the organization to:

"Determine what needs to be monitored and measured, the methods for monitoring, measurement, analysis and evaluation needed to ensure valid results, and when results shall be analyzed and evaluated." The goal is to ensure valid, reliable, and
consistent measurement of process and product performance. Here's how each correct option supports compliance:

# B. Analysis of the results of sensory tests

This directly aligns with the requirement for analysis and evaluation of monitoring results. Clause 9.1.3 also supports the use of such data for evaluating product conformity and process effectiveness.
# G. Sensory testing results are recorded

This supports documented evidence of monitoring results, as required under 9.1.1(e), to verify that quality checks (such as flavor and aroma assessments) are being done consistently.
# H. The Hedonic Method is used to monitor the quality of the product

Use of a standardized measurement method like the Hedonic Scale aligns with 9.1.1(b), which requires defined methods to ensure valid and reproducible results.

Why the Other Options Are Incorrect or Less Relevant:

A). University degrees # Related to competence (Clause 7.2), not monitoring and measurement (Clause 9.1.1).

C). Independent expert review # Not part of regular monitoring unless it's built into the process.

D). Respiratory testing # Irrelevant to product quality monitoring.

E). Outsourcing # Would shift responsibility but doesn't demonstrate internal conformance.

F). Safe disposal # Pertains to Clause 8.5.4 (Preservation), not Clause 9.1.1.

SE XMk
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A small cleaning services organisation is about to start work on a hospital cleaning contract for the local Health Trust. You, as auditor, are conducting a Stage 2 audit to ISO 9001 and review the contract with the Service Manager. The contract requires that
a cleaning plan is produced.

You: "How was the cleaning plan for the contract developed?"

Service Manager: "We have a basic template that covers the materials, labour requirements and cleaning methods to be employed. Some of that is specified by the customer." You: "How does the plan deal with locations like the intensive care wards and

the operating theatres, which are included in the contract?" Service Manager: "The basic plan covers general wards, but we will do more frequent cleaning in those areas if the hospital requests it." You: "Are you aware of the regulatory requirements for
cleaning standards in hospitals?" Service Manager: "No. We depend on the hospital to look after that side of things in the contract." You decide to raise a non-conformity against section 8.2.2.a.1 of ISO 9001.

You decide to raise another non-conformity against section 8.2.4 of ISO 9001 when finding that the cleaning plan was amended without the agreement of the Health Trust. A different cleaning chemical was substituted to that specified in the contract. At the
follow-up audit, the corrective action proposed was to

"obtain a concession from the Health Trust for use of the new chemical." Which one of the following options is the reason why you did not accept this action taken?

A. Staff have not been trained in the use of the new chemical.

B. The substitute chemical may not be as effective as the original.

C. The action assumes that the Health Trust will agree to the change.
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D. The substitute chemical has not been used before in the Health Trust.
E. The process for making changes to the contract has not been addressed.

Answer: E (A —yt—T %Y
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Answer: D,F (A —vyt—T%5%Y)

ISO 19011:2018 M 6.3.2 B L NIX EEEEIZIIRDERNEENTWSIDLENHY EFT,
EBEOBW, i EE

BEBEF—LDAUN—EFDRENEEE

BEERATVa—)LICIE BB XELEa— 1 V32— B KTRBELEDEBRTIDIBFLEFAIVINEEFNFET,
FEEREY L GO T AR & HAR

The name and contact details of the auditee's representative and other relevant parties The allocation of appropriate resources to support the audit activities The audit methods and techniques to be used, such as interviews, observations, sampling, etc.

mmOoOO W

The audit documents and records to be prepared and retained

The audit language and communication methods

The audit risks and opportunities and how to address them

The audit follow-up arrangements, if applicable

Therefore, the correct answer is D and F, as they are essential elements of an audit plan. The other options are either irrelevant or optional for an audit plan. References:

ISO 19011:2018(en), Guidelines for auditing management systems, clause 6.3.2 ISO 19011: Guidelines for Auditing Management Systems | ASQ, section "Making audit arrangements" ISO 19011 Management Systems Audit Checklist | Process Street,
task 6.3.2
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Answer: B (A —vt— U %&9)
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Scenario 7: POLKA is a car manufacturing company based in Stockholm, Sweden. The company has around 14,000 employees working in different sectors which help with the design, painting, assembling, and test drives of the final product. The company
is widely known for its qualitative products and affordable prices. In order to retain their reputation, POLKA implemented a quality management system (QMS) based on ISO 9001.
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Answer: A (A —yt—T#ET)
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Ex#fERE: 55

Which one of the following options is the definition of the context of an organisation?

A. Combination of internal and external issues that can have an effect on an organisation's approach to developing and achieving its objectives.

B. Comparison of internal and external issues that can have an effect on an organisation's desire to achieve its objectives.

C. Complexity of internal and external issues that can have an effect on an organisation's approach to developing and achieving its purpose.

D. Coordination of internal and external issues that can have a positive or negative effect on an organisation's success.

Answer: A (A —vt—U %7%9)

Understanding "Context of the Organization":

The term "context of the organization" is defined in ISO 9001:2015 Clause 4.1, which states:

"The organization shall determine external and internal issues that are relevant to its purpose and its strategic direction and that affect its ability to achieve the intended result(s) of its quality management system." The definition emphasizes identifying both
internal and external issues that influence the organization's approach to developing and achieving its objectives.

Option Analysis:

Option A:Correct. This option aligns with the standard definition as it explicitly mentions the combination of internal and external issues that affect the organization's approach to achieving its objectives, which is the essence of Clause 4.1.
Option B:Incorrect. The term "comparison of internal and external issues" does not reflect the ISO 9001 requirements. The standard does not require a comparison but rather an understanding of these issues.
Option C:Incorrect. Although it mentions "complexity," the focus of ISO 9001:2015 is on identifying relevant issues rather than the complexity of those issues.

Option D:Incorrect. This option mentions "coordination" and focuses only on the positive or negative effects.

ISO 9001 requires identifying issues but does not emphasize coordination.

Clause Reference and Relevance:

ISO 9001:2015 requires organizations to understand their context because internal and external factors can influence the Quality Management System's effectiveness. Understanding this context helps in:
Addressing risks and opportunities (Clause 6.1).

Aligning the QMS with the organization's strategic direction.

Why A is Correct:

"Combination of internal and external issues" captures the essence of Clause 4.1, making it the accurate definition of the context of the organization.

&#TfEIRE: 56
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Answer: B (A —vyt—T#ET)
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You have been nominated audit team leader of a third-party audit. Which of the following could be the two most relevant objectives of this audit?

A. Evaluate the satisfaction interested parties

B. Evaluate the effectiveness of the management system

C. Identify the need of resources

D. Evaluate the capability of the management system to establish and achieve objectives

E. Identify opportunities for improvement

F. Evaluate the benefits obtained since the implementation of the management system

Answer: BD (A —vyt—T%EY)

Evaluate the effectiveness of the management system: This objective involves verifying that the quality management system meets the requirements of a specific standard, such as ISO 9001:2015, and that it achieves the intended results and outcomes.
The audit team will collect and analyse audit evidence to determine the degree of conformity and performance of the quality management system23.

*Evaluate the capability of the management system to establish and achieve objectives: This objective involves verifying that the quality management system supports the strategic direction and policies of the organization, and that it addresses the needs
and expectations of the interested parties. The audit team will assess the suitability, adequacy, and alignment of the quality management system objectives, and the effectiveness of the planning and implementation processes to achieve them23.
HAY—LOD T TRERBRICEDE, ZOMDERKFIE=ZFHEEDOAMNE LTEHFYBEUTEHY FEA, MOAELCEEDEFICEEL T HEAREEREHYFIN E=EFHEBEDERTREHY FEA,
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You decide to raise a nonconformity.

Nonconformity report

150 9001 Clause Number:

Nature of problem:

150 9001 requirement that has not been fulfilled:

To complete the nonconformity report click on the blank section you want to complete so it is highlighted in regss
from the options below. Alternatively, drag and drop the options to the appropriate blank section.

The organisation has not determined the | _| Thesorganisati haEﬂpt ensured ﬂ'liltm i
necessary competence of the Reguiary | | | doing work indef the prganisation’s control are

Experts with respect to relevant reguiatory || \aware of relevant quality objectives.

" IS0 9001 - “The orgznization shall ensure
that persons are competent on the basis of
appropriate education, training, or experience.”

requirements. =

7.1.2 ] The business has not maintained its
organisational knowledge.

150 9001 - "The organization shall determine IS0 9001 - "The organization shall determine [ 7.2

the knowledge necessary for the operation of
its processes and to achieve conformity of
products and services.”

and provide the persons necessary for the
effective implementation of its quality
management system.”

Answer:



You decide to raise a nonconformity.

Nonconformity report
150 9001 Clause Number: [ The organisation has not determined the [
- ek e o [ e
Nature of problem: [ 1S0 9001 - “The organization shall determine |
1S0 9001 requirement that has not been fulfilled: | | 2¢ Provide the persons necessary for the | = =
L effective implementation of its quality e ol

management system.”
To complete the nonconformity report click on the blank section

from the options below. Aternatively, drag and drop the options to the appropriate blank section.

i, — — —— o ————

The arganisation has not determined the The-arganisation has not ensured that persons IS0 9001 - "The organization shall ensure
necessary competence of the Regulatory doing work under the organisation’s control are that persons are competent on the basis of
Experts with respect to relevant régulatory I aware of relevant quality objectives. appropriste education, training, or experience.”

o e R G RS S

requrement:B el 7 @ = 2 22020202020202020200202002 0 TmeEeesm e e aes o s ==

The business has not maintained its
organisational knowledge.

150 9001 - "The organization shall determine
and provide the persons necessary for the
effective implementation of its quahty
management system.”

i

Nature of problem: Thi ocrganisation has niot defermined the necessary
compéténte of the Regulatory Experts with respect to relevant

L FEﬂUlE!DF\I‘ requIremernts.

IS0 9001 b t that has not | fulfilled: IS0 9001 - "The arganization shall determine and provide
the persons necessary for the affective implementation of its

guality management system.™
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EHfERE: 62

Which of the following is correct with regard to the internal audit?

A. It considers only the effectiveness of the QMS

B. It has no advisory role within the organization for the improvement of the QMS

C. It may be conducted on an ongoing basis

Answer: C (A —vyt—T#ET)

Comprehensive and Detailed In-Depth Explanation:According to ISO 9001:2015, Clause 9.2 (Internal Audit):
* Internal audits can be conducted on an ongoing basis as part of continual improvement.

* Audits consider both conformity and effectiveness (A is incorrect).

Thus, C is the correct answer.

EHTIE: 63

Scenario 3:

Fin-Pro is a financial institution in Austria offering commercial banking, wealth management, and investment services. The company faced a significant loss of customers due to failing to improve service quality as they expanded.
To regain customer confidence, top management implemented a QMS based on ISO 9001. After a year, they contacted ACB, a local certification body, to pursue ISO 9001 certification.
The audit team was led by Emilia, an experienced lead auditor, and included three auditors. After an agreement was reached, ACB sent the audit objectives to the audit team.

The audit team began by gathering information about Fin-Pro's understanding of ISO 9001 requirements.

While reviewing documented information, they noticed missing records of training and awareness sessions. They conducted employee interviews to verify attendance.

The team also reviewed the organizational chart and job descriptions to confirm employee competence.

They observed the company's working environment (social, psychological, and physical conditions).

The audit team analyzed the evidence and prepared an audit report with findings and conclusions.

What type of evidence has been collected by the ACB's audit team, as presented in scenario 3?

A. Documentary, confirmative, verbal.

B. Verbal, documentary, physical.

C. Physical, verbal, analytical.
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D. Observational, secondary, qualitative.

Answer: (fAZE%RTd 5)

Comprehensive and Detailed In-Depth Explanation:

Audit evidence includes information collected through different methods to assess compliance with ISO

9001:2015 requirements.

Clause References:

*1SO 19011:2018, Clause 6.4.6 - Audit Evidence: Audit evidence must be objective, verifiable, and based on facts.
* SO 9001:2015, Clause 9.1.1 - Monitoring, Measurement, Analysis, and Evaluation: Requires organizations to collect and analyze data from multiple sources to verify effectiveness.
Types of Audit Evidence Collected in Scenario 3:
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Answer: B,F (A —vt—C%#%Y)

HTEIRE: 65

Scenario 2:

Bell is a Canadian food manufacturing company that operates globally. Their main products include nuts, dried fruits, and confections. Bell has always prioritized product quality and has maintained a good reputation for many years. However, the
company's production error rate increased significantly, leading to more customer complaints.

To increase efficiency and customer satisfaction, Bell implemented a Quality Management System (QMS) based on ISO 9001. The top management established a QMS implementation team comprising five middle managers from various departments,
including Leslie, the quality manager.

Leslie was responsible for assigning responsibilities and authorities for QMS-related roles. He also suggested including a top management representative in the QMS team, but top management declined due to other priorities.
The team defined the QMS scope as:

"The scope of the QMS includes all activities related to food processing." Leslie established a quality policy and presented it to the team for review before top management approval

. Top management also proposed a new strategy for handling customer complaints, requiring biweekly customer surveys to monitor customer perceptions.

In scenario 2, the team determined the QMS scope by taking into account only the requirements of top management. Is this compliant with ISO 90017

A. No, the QMS scope must be determined by considering the needs and expectations of relevant interested parties.

B. No, the QMS scope must take into account only those directly involved in QMS implementation.

C. Yes, ISO 9001 does not specify whether any interested party should be considered when determining QMS scope.

D. Yes, as long as the top management defines the scope, it meets ISO 9001 requirements.

Answer: (&% &RT9 5)
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Answer: BE (A —vyt—U%%Y)

B #TfEIRE: 68

How much time is usually spent on the Stage 1 audit?

A. 20% of the total audit time

B. 30% of the total audit time

C. 40% of the total audit time

Answer: B (A —vyt—T%EY)

Comprehensive and Detailed In-Depth Explanation:

According to ISO 17021-1:2015 (Conformity Assessment - Requirements for Certification Bodies), Clause
9.3.1.2, the Stage 1 Audit typically consumes around 30% of the total audit time.

This time is allocated to:

Reviewing documented information.

Assessing the readiness for Stage 2.

Identifying potential nonconformities.

A 20% allocation (Answer A) is too low, and 40% (Answer C) is excessive, as the majority of the audit should be spent on Stage 2 (on-site verification).
Reference:

ISO 17021-1:2015, Clause 9.3.1.2 (Determination of Audit Time)
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B. EEXRE
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Answer: B (A —vt—T%EY)
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Match the process descriptions below to the process names: D \
The process by which the accuracy of test equipment is checked standard
The process by which a product or service is visually examined to determine conformity to requirements. \

The process by which data is examined in detail to reach a specific answer or answers, |

The process by which a parameter of a product or service is examined to determine a specific value, |

To complete the table click on the blank section you want to complete so it is highlighted\in red and thenglick on the applicable text from the options below. Alternatively you may drag and drop each of the following process names to the
descriptions:

Calibration I [ Evaluation I ‘ Sampling ] L ﬂﬁnitoring ] ‘ Analysis ] [ Measurement
Answer:
Match the process descriptions below to the process names: T ———
The process by which the accuracy of test equipment is checked against a known standard. | :.___ __L _Cilibiati_m_ _F __ __:
The process by which a product or service is visually examined to determine conformity to requirements. | ) Evaluation S
| S m——
The process by which data is examined in detail to reach a specific answer or answers. | |_ : :[ Analysis : : :|
The process by which a parameter of a product or service is examined to determine a specific value. | ;: __ j[ Measurerment B i ]

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively you may drag and drop each of the following process names to the

descriptions:
![ Calibration J ! Evaluation Sa mﬂhng l Monitoring Analysis Measurement
Explanation:

UTO 70t ADGBEEZTO0REE—HSEET,
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Scenario 1: AL-TAX is a company located in California which provides financial and accounting services.

The company manages the finances of 17 companies and now is seeking to expand their business even more The CEO of AL-TAX, Liam Durham, claims that the company seeks to provide top-notch services to their clients Recently, there were a number
of new companies interested in the services provided by AL-TAX.

In order to fulfill the requirements of new clients and further improve quality, Liam discussed with other top management members the idea of implementing a quality management system (QMS) based on ISO 9001.

During the discussion, one of the members of the top management claimed that the size of the company was not large enough to implement a QMS. In addition, another member claimed that a QMS is not applicable for the industry in which AL TAX
operates. However, as the majority of the members voted for implementing the QMS. Liam initiated the project.

Initially, Liam hired an experienced consultant to help AL-TAX with the implementation of the QMS. They started by planning and developing processes and methods for the establishment of a QMS based on ISO

9001. Furthermore, they ensured that the quality policy is appropriate to the purpose and context of AL TAX and communicated to all employees. In addition, they also tried to follow a process that enables the company to ensure that its processes are
adequately resourced and managed, and that improvement opportunities are determined.

During the implementation process, Liam and the consultant focused on determining the factors that could hinder their processes from achieving the planned results and implemented some preventive actions in order to avoid potential nonconformities Six
months after the implementation of the QMS. AL-TAX conducted an internal audit. The results of the internal audit revealed that the QMS was not fulfilling all requirements of ISO 9001. A serious issue was that the QMS was not fulfilling the requirements of
clause 5.1.2 Customer focus and had also not ensured clear and open communication channels with suppliers.

Throughout the next three years, the company worked on improving its QMS through the PDCA cycle in the respective areas. To assess the effectiveness of the intended actions while causing minimal disruptions, they tested changes that need to be made
on a smaller scale. After taking necessary actions, AL-TAX decided to apply for certification against ISO 9001.

Based on the scenario above, answer the following question:

As stated in scenario 1, AL-TAX tested the effectiveness of the intended actions as part of the QMS improvement through the PDCA cycle. Which stage did it perform in this case?

A. Do

B. Check

C. Act

Answer: B (A —vt— U %&9)

Comprehensive and Detailed In-Depth Explanation:

The PDCA (Plan-Do-Check-Act) cycle is a continuous improvement model used in ISO 9001:2015. The

"Check" phase involves monitoring, measuring, and analyzing the results to assess if the planned actions have been effective.

In scenario 1, AL-TAX tested the effectiveness of the intended actions, which aligns with the Check stage of the PDCA cycle. Clause 9.1.1 (Monitoring, Measurement, Analysis, and Evaluation) requires organizations to evaluate their QMS and determine
whether improvements are necessary.

Reference:

ISO 9001:2015, Clause 0.3.2 - PDCA Cycle

ISO 9001:2015, Clause 9.1.1 - General (Performance Evaluation)
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RATIRE: 73

What competence, among others, should each audit team member have?

A. Knowledge of the industry in which the auditee operates.

B. Knowledge of the risk-based approach to auditing.

C. Expertise in each domain to be audited.

D. A formal degree in quality management.

Answer: B (A —vt—U%&Y)

Comprehensive and Detailed In-Depth Explanation:

Auditors must have competence in risk-based auditing to effectively assess an organization's QMS performance and compliance.
Clause References:

*1SO 19011:2018, Clause 7.2.3 - Determining Auditor Competence:

* Auditors must have knowledge of risk-based thinking to assess risk impact on processes.

*1S0O 9001:2015, Clause 0.3.3 - Risk-Based Thinking:

* The standard emphasizes proactive risk management, which auditors must understand.

Why is the Correct Answer B?

* Risk-based auditing ensures audits focus on high-risk areas, improving audit effectiveness.

* Auditors must assess how organizations apply risk-based thinking in decision-making, process control, and improvement.
Why are the Other Options Incorrect?

* A (Industry knowledge) # While helpful, it is not mandatory for all auditors.

* C (Expertise in all domains) # Auditors are not required to be experts in all areas, just in audit methodology.

* D (Formal degree in quality management) # ISO does not require a formal degree, just competence in audit principles and methods.
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Answer: A (A —vyt—T%EY)
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A. No, the selected sample size is low compared to the population, as for a population from 13 to 52 the minimum sample size should be 5.

B. No, the selected sample size is high compared to the population, as for a population from 13 to 52 the minimum sample size should be 10.

C. Yes, the selected sample size is proportionate to the population.

Answer: A (A —yt—T#ET)

Comprehensive and Detailed In-Depth Explanation:

The audit team selected 4 out of 45 customer complaints for electrical services, which is too low based on standard statistical sampling methods. According to ISO 19011:2018 (Guidelines for Auditing Management Systems), for a population size between
13 and 52, a minimum sample size should be 5 to achieve a reasonable level of confidence.

This means the selected sample (4 complaints) was insufficient and did not align with standard sampling procedures. Therefore, the correct answer is A.

Reference:

ISO 19011:2018, Clause 6.4.5 (Sampling Methods in Auditing)

=HTMEIRE: 76
o) F4:
TD7 ENRA DU TEHTINAZELHREESH T, T4 U9 —EX TORILHR RE BEBEY—ERXZRHELTOWVET TDOREMRIIFELKRICHEWN, RIOBIIHE-LEBTOBEAL REDORLEIZHICEZFFHLELT -,


https://www.jpnpdf.com/PECB.ISO-9001-Lead-Auditor.v2026-05-30.q159-mondaishu.html
https://www.jpnpdf.com/PECB.ISO-9001-Lead-Auditor.v2026-05-30.q159-mondaishu.html

BAEEEEMERLEEZHEREICT H=HIC, R 1ISO 9001 R DERFERELFE L1,

QMSE A% TD#HIEBED-OICERLGRIMHEZERALEL, 7Y F—RENEEF—L) —F—ICE@ESN BEEF—LOAUN— EEHEFE HE M EEEBOHBEEZEHL-XEZZITRY EL:,

TFUORXELHREL BEEOREZARFELE L, RAREALTDOREME (IR RMNICELLELT:,

T UIXTD#HITER T HRTICERHBEZMEL HTLOHRIBROBEAICHENTDUNEESFHZERT LI IR IEFELZ, LAL FURCOERICAETEY BEEDRT D21 —LICEENEDIEEFRLFEL, BRIFEEOHUEZHRIFLFE L,
BEEF—LDAUN—IE TONEAINSGEZES IV ZOMOPRAHICET IHBICEODVWTEESINFEL, SNEFEUTL LI M?

A. LWV, TD AESI REEZHNEHOCZDOMORFNZGICEAT SMBERFOLELNHIDIE BEEF—LDAVN—D>3B 1 AEZFENLTT,

B. WWA TD MERAINSHENEHOCZTOMOERICEAT SAHMIIBELNZHTT,

C.lTW BEEZMRMNICERT A-DICT BEEF—LDEAUN—([E TD A REIREEZNEGHB LUV EDOMODERICET 2MBEZHF>TLIRENHY FT,

D. [ZLy, =L ZMEH O ZTOMDORHERICET IMEBEZF >TLWIRENHIDFETREEEADHTY,

Answer: (R %RTd 5)

RN DEEMAEREA -
ISO 9001:2015 Tl& M IFBEBANEBEZ N RMNICERT A-OITRELRDLANBEZHBATNICLZHERTIVELADHY FT,
KIESHE:

*1SO 19011:2018 FKIE 7.2.1 - EEANDREADRE: BEAX, EEOHHEICEEZS A S EATARTENS S UHAHT LOZERICET 2MBZRH >TLILEAHYFT,

*ISO/IEC 17021-1:2015  KIH 7.1.2 - RN EH: FBEIHEIE BEEF—LAICBIY HToNEEEANESTEFLENNFICHAT SEENHZAL TVWS L Z2HABTILELADHYFT,

EFENCLHRDIFEETIMN?

CEETLDEAUN—F AVTSATUREHERT H-OIC EHET I EESLVORFOBEHICOVTHIBMBEF TV IRELHYET,

FPINE EBEADAVTSA T URBRHICEHET X vy TOTEEERET DDICRILET,

TR EROTF—LAVN—DEHND LT N ADEMARANDERESERB SN, BEMGTENTRIZEYES,

thoF T a3 UARESTWADIRFEETTA?

FA(F—L AUN—D 1 AETPREEF STOWARENHY FN#BEICHSETSTFTLABLEENTEY [ I RTOEEANENER ERFIEGICEAT IERNLEEEZHF TV OIRLENH L= FERETY,
*BCEMHBEEITE)# AV TS4 7 VR IFX QMS OFNEICFARTH S8 BYTY,

*D(EREEEEDHITEMNMENDLE)#FRY ,ISO TEH, V—F—FEIFTTLHEL TRTOEEENERECHEBEL TSI ENROONTUVET,

B#7 1S0-9001-Lead-Auditor [EfEE X GoShiken.com AR EIN=EHE LT LY ISO-9001-Lead-Auditor HEZ[EIREE ! GoShiken.com M &x#FT D 1S0-9001-Lead-Auditor S EREIREE 124 L TLVEJ ., GoShiken.com ISO-9001-Lead-Auditor FXE& S
BIEIRHT MBESNERTIIVET, HZEHD GoShiken.com 1ISO-9001-Lead-Auditor FIEEZ 4 v b F 5 AL Z B 5: https://www.goshiken.com/PECB/ISO-9001-Lead-Auditor-mondaishu.html (25030%OFF SR8 A & IEfi# T & T 30%w A E|510—
F: Freepdfdumps)

TR 77
UTREEDERETY RSN HIRICHESET,


https://www.jpnpdf.com/PECB.ISO-9001-Lead-Auditor.v2026-05-30.q159-mondaishu.html
https://www.goshiken.com/PECB/ISO-9001-Lead-Auditor-mondaishu.html

The following are stages of an audit, put them in the order they would be conducted.

The first and last stages have been done for you.

To complete the sequence cdlick on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropriate blank section.

1. Establishing the audit programme objectives

6. Conducting the audit activities

Determining and evaluating the audit Preparing all audit activity ‘ ‘ Initiating the audit‘ [ Establishing the audit programme

programme risks and opportunities

Answer:



The following are stages of an audit, put them in the order they would be conducted.

The first and last stages have been done for you.

To complete the sequence dlick on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropriate blank section.

1. Establishing the audit programme objectives

Determining and evaluating the audit

programme risks and opportunities

3. l Establishing the audit pmgramme:

5 | ‘ Preparing all audit activity
| iE—

6. Conducting the audit activities

Determining and evaluating the audit I

Preparing all audit activity} l Initiating the audit’

—

l-Estainshing the audit programme

i programme risks and opportunities

h o o — e — o m— o —— —— — — —

Explanation:
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TORTYTNEENFET,

EBETRJSLOBMOERE: BETRI S LOBMNIE BEEHOKRIE, N7+ — I AQFHE, AEORESORELE EETOVSLOBMELIBRRZERLEFT , EE IO S LOBEMIE HBOBRBMHARMELR) o — BLUMEBERED=—
AREHFL—HLTLEIRELHY FT,

Determining and evaluating the audit programme risks and opportunities: The audit programme risks and opportunities are the factors that can affect the achievement of the audit programme objectives, such as changes in the internal or external context,
availability of resources, competence of auditors, etc. The audit programme risks and opportunities should be identified, analyzed, and evaluated to determine the appropriate actions to address them.

Establishing the audit programme: The audit programme is established by defining the audit programme scope, criteria, methods, and resources. The audit programme scope defines the extent and boundaries of the audit programme, such as the
processes, functions, sites, activities, etc. that will be audited. The audit programme criteria are the set of policies, procedures, or requirements used as a reference for the audits. The audit programme methods are the techniques used to conduct the
audits, such as interviews, observations, document review, sampling, etc. The audit programme resources are the human, technical, and financial resources needed to implement the audit programme.



Initiating the audit: The audit initiation is the process of formally establishing the arrangements for an individual audit within the audit programme. The audit initiation involves contacting the auditee and the audit client, confirming the audit objectives, scope,
and criteria, and obtaining the necessary information and access for the audit.

Preparing all audit activity: The audit preparation is the process of developing the audit plan and the audit work documents for an individual audit. The audit plan is a document that provides the basis for agreement regarding the conduct of the audit, such
as the audit schedule, the audit team, the audit methods, the audit language, the audit report, etc. The audit work documents are the records that provide evidence of the audit activities, such as the audit checklist, the audit notes, the audit findings, etc.
Conducting the audit activities: The audit activities are the processes of collecting and verifying audit evidence and evaluating it against the audit criteria to make the audit conclusions. The audit activities include the opening meeting, the communication
during the audit, the roles and responsibilities of the audit team and the auditee, the audit evidence collection and verification, the audit findings generation and recording, the closing meeting, and the audit report preparation and distribution.

References: ISO 19011:2018(en), Guidelines for auditing management systems
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You decide to raise a nonconformity.

_ Nonconformity report
1S0 9001 Clause Number:
Nature of problem:
150 9001 requirement that has not been
fulfilled:
Evidence: 40 cleaning records are available for 63 batches.

To complete the nonconformity report click on the blank section you want to complete so it is highlighted in red and
then click on the applicable text from the options below. Alternatively, you may drag and drop the options to the
appropriate blank section.

me and ' IS0 9001 - "The organization
j] ed. shall implement planned |
arrangements, at appropriaté l ;
— stages, to verify that the product

requirements have been met.” j

e - I— —
Cleaning and sanitising records are l [ BJ | Q E' 8.5.4 J

{ not available for every batch.

'[ 150 9001 - "The organization
shall preserve the outputs during
production prowision to the extent
necessary to ensure conformity to
requirements.”
IS0 9001 - "The organization Cleaning and sanitising are not [ 6.2.1
shall implement production always completed by trained staff,
provision under controlled : ’
conditions.”

Answer:



You decide to raise a nonconformity.

Nonconformity report

150 9001 Clause Number: |_ - -[ 8.5.4

Nature of problem: | IS0 9001 - "The organization
ISO 9001 requirement that has not been ' shall implement PIM"EF’
fulfilled: arrangements, at appropnate
y | stages, to verify that the product
Evidence: : 3
requirements have been met.

33 batches.

To complete the nonconformity report click on the blank section you want to complete so it is liahhghted in red and

then click on the appflicable text from the options below. Alternatively, you may drag and drop the options to the
appropriate blank section.

—

Cleaning and sanitising not always IS0 9001 - "The organization
completed. shall implement planned
arrangements, at appropnate
stages, to verify that the product
requirements have been met.”

S ——— CE——

| Cleaning and sanitising records are
not available for every batch.

.l ISO 9001 - "The organization
1 ‘shall preserve the outputs during
: production provision to the extent

; Necessary to ensure conformity to

ISO 9001 - "The organization Cleaning and sanitising are not
shall implement production always completed by trained staff.

provision under controlled u :
Explanation:
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& EMOFAEEDFE Lz, LTDERREZ REIN T SISO 001D BE G FKIBIC—BHIETLLZELY,
RETHSEBHICE EHESELVEBBRZI Y VI LTHCBRARTL, TOFTLavhoHETETHFRANEI VY I LET,
FE . &8F TP avEBFYLRZEAEY I VICKS YT TR FARYTLET,
No specification s issued to the suppliers of waste plastic
The picking operators have been trained

No documentation is retained for rejected materials

The rejected materials are segregated
Management has set an objective for the level of

recycling

el em —a R R

e qualitepolly appeafsdan promotional materkal

84.3.a 7.2.b 10.2.2 10.2.1

6.2 5.2.2.C

Answer:



No specification igissulid b the suPplicts of waste plastic | . 8.4.3.a I

The picking operdiors havg hsen Tainet! i 7.2b |
= = = ==
No documentation Is retained for rejected materials i 10.2.2 !
The rejected materials are segregated | 10.2.1 I
Management has set an objective for the level of - -
6.2
recycling | N— I
The quality policy appears in promotional matesisl | 5.272.¢C :
————— I ey e——— S —
8.4.3.a | 7.2.b I 10.2.2 1) 10.2.1 |
Fs . - [, T R —_—— p
e — = = 1
| 6.2 ) §.2.2. |
Explanation:
A#8.4.3.a
B#7.2Db
C#10.2.2
D #10.2.1
ZLT#6.2
F#5.22c

843.a-BISRAF VI DHEHBERITEBEENRITIATOVEN COFER BESIUY—ERICHTIEHZEL MM ERBICRESAIBREZRLFT AFRENRT SN TOLENEE BB COFEZETL TRV EZEBKRLET, C
DEEE LUTOFEEEEDTVET,

IS BTN I —ITRET DRI RESNIERB LIV —EXDEHNBEVICERINTWS L EHRTILENHYET,

72b-EVvF U VEXBRIEEZTTVAIE CNIFEEABEHITKRBLET, 720)ETIE HE, I, FIEBRICEDE UTORAZETIIEAROLNTVET,
ChoDANPIEYILGHEE IR, FEBRICEDVTHRETHSIZ L ZHERET D, )

1022 - FEBELGH>MBICEHAT INEFRFINFREA, CNEIREREICEAT AIXEICHEELEY,

FKIH 1022 T HMBEFEES I VHELoNHEDERE L TXELSNEERERBIT LI LNROONTVET,
g, FEEOMERSLVENRICEL oNREICEY A E L TXELSAHERERFLAETAEGE S, |

1021 - FERMIIBERHE SN S CNEFEEROLEICEES 5,

10.21TIE, FBEELGHAITHT 55 LADORRLEENHEIZODVWTHALET,
FESEHEANE BE S8, #HLADLGE ROVWTHADHETRELET, |

6.2- BEREIVIAIVILLAVICEHTIEREERELTVD CNEXREBERZHET 6 2ETE BEARLGMEBFRERETACLENERSIATEY  CNICENT+—T VXABEDRENEEND,
FIEET ALV TRERBZHILGThEZ o2V . REBRIXAETRETHETNEE SR

522c- MEAHIIRREMICHEHESINETS 5.22(c)ETIE, MEAHZER T IFETERENEETEDLLIICT A EAROONTVET  RIBEHMICHERT S LT, REAHMNINEIZHERIEDYFET,
REAHE, BEITISCT, BRI IAMFEFRBICARASALG TG LG, IBEXH

ISO 9001:2015, 5k188.4.3 - &R T O/ F—M T D1ER



$7.2% - 1R

&1810.2.2 - REHBENOXEIL
&1810.21 - EEH A

6.218 - MEBE

&I185.2.2 - REAHDITE

Ex#iERE: 80

ISO 9001(F ZEICDOWTHEHMDEREBEEZEDTHY  TDHELTIE 6.31 (ERDETE) L8561 (EREB)NEITOoNET 856ENEREHEIL 6IENDEREBELEEDLSICELYFEI N
A FKIEBS56 L EESLUY—ERRHEFDERIZDVWVTHELTWET,

B.XkEH856 X HEBLUY—ERDEFASLIUVHRKFTOERICOLVTERLTWET,

C.&IEB856 I FEMBLUBRHLOBEHDERICOLWTERLTWLET,

D.&KIEB856 (X V—4F—LywTEBEBUATLDEEIZODWTERLTWET,

Answer: A (A —vt— U %&9)

TIER M DEFM A ERER

ISO 9001:2015 TIX ZEEEEATOCLADEBEMHZHMIFL FEEGEWHLET E-HICFAIRTHD EEHINTLET,
KIESER:

ZIEHGI(EEDFE)#QMS NDEBEMHICEEZRIZFTAEREOHIRPNLERICERETLTET,

KIEBS56 (XEENEE)# HAMEHRT IOIC . HESLUY—ERREHRPICKETIERICERZHTET,
ERAALDIEEETITMN?

FIE 856 (XFICERLEDOERICERIN £EFEIY—EXR JORRADERICE>TRENMBELAONA LGN EEZRIELET,
L EEZHENREL EDKSICBEL HRAICEDLSILEELXZEZ I ENELLT IHENDH D,
[P—ERBEAM,

AT a UHAEES>TWNADIEHETIM?

B FREBLURERPDOLER)# £IES.3 (KRB L URR) DR ELEH,

8.5.6.

CCEREBLUHRKNEHDER)# KIE 4.2 (FIEEBRBOEH) ICEOVVTHUAIAET,
D(J—45—>yTDEME)#856 TIHEL FESA(V—F—2yTEAIVv AV OXRNERELRYET,

S

ISO 9001:2015_ §&186.3 - TEDFHE

ISO 9001:2015_ 558.5.618 - ZENEH

R#TERE: 81

£Ybit 1SO 9001 DEIE 4.4 (REEEL AT LEFDTALR) TIHBHITAARDONTLBZDTL & 55?2
A.QUSZIFH T LICERT S

B.QMSZB8&HREY

C. QMSZ#ifmMICET S

D.2fECLICQMSF v v TR EEKT 5

Answer: C (A —vyt—T%EY)

TIERIA DR ERAA -

ISO 9001:2015 TlE . HBMAEREEES X T L (QMS) DEAEM & L THREMAHEEZEELTOET,
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KIESH:

*ERIE44N (REEEVRATLEZDOTOER) TR MEBIIUTZEFLLGTNELGS GV ERESNTVET,
*QMSICHELR IO RERET S

*TOEZADOENEICETIRELSEEHILIT D

*ORT LORGHLGREELHEREICT S

EEMNCHEDIEHEETTM?

* R EERIERZE (S 1SO 9001 OB #RBITY

AR T AEEICHES L A EMET 5-HIC. QMS ZEHMICFHES S URIET IRELAHY FT,
AT a UAMESTWSDIELEETTM?

*A(QMS ZMFH T LICEET H)#1SO09001 TlE YA TLEEDOHEDNHEIIHEESINTLEEA,
*B(QVMS zBERET)#QMS LEA—(F BEICEFTHEK LEIRLCTERT ILENHY FT,
*DRECEIZQMS Fr v TR EERET D) # Ty v TONIIERTIN F44 EBETREILEEHTEHY FEA,

EHTfIRE: 82

XELSNT-IRBMEHT T 5 -OOEEIFTTM?

A XELIN-HEHRONE, X L UVEEFIR

B. XELESh-FH, NHEEREE BEEILD T+ — NV IDEE

C. XELSINBHDT7T—Hh4 T E BLUHEENE

Answer: A (A —yt—T#ET)

IR DEEH 7 EREA

ISO 9001:2015 ) 7.5.2 I8 (XEIL SN-TBEHRDERE K UVEH) ICENIE  XELSN-BEREHERTI-ODOEEIRDELSY T,
AT YUY - EROERENE EBER,

*TH—TY bk -FRAHCT S EBEYLGHEEL EEZN—CavEELGEERIALET,

*XEBIESNEFEROBEFIE-HE, 7O/ €R BIUEHEZHEERICLET,

NEBEBELR— OO SATUMDODTA— NV I GEEDZTOMDA T a3 Uid £FH74G QUS FHEICIEEETI N, XBIL SN -BEREER T SOOI LEETEIHY FHA,
SR .

ISO 9001:2015_7.5.218 (XE=NT-1FRDIERL S & UEH)

EHTRE: 83

FMHTISO 001 FBEEZEIFGFLEL I E LTV AE—HY A FOMBTEEEZERELTLET,

LBHRIEKRFNFEEERFICEHERZRHELTVET,

REIXR—Tvy— (MM) ZEELET,

Bt EFF ) —=o5ar rO—LEERLEVWERBNET, |

MM: "We record the cleaning of the equipment at the end of every batch. This document details the minimum cleaning frequency and the procedures to follow for all areas and each item of equipment. The person who carries out the cleaning puts their
initial on the document and records the time and date alongside." Narrative: You sample production records over 3-days and note down evidence of nonconformity as per the table below.
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e | Batchesof | Production line to Number of cleaning
product made be cleaned records
10/%X 10
1o o
11/%X 12
12
12X | 15




You decide to raise a nonconformity.

Nonconformity report
150 9001 Clause Number: - |
Nature of problem: - | | |
IS0 9001 requirement that has not been ' ' ' |
fulfilled: = =
FEvldence: 40 cleaning records are available for 63 batches.

To complete the nonconformity report click on the blank section you want to complete so it is highlighted in red and
then click on the applicable text from the options below. Alternatively, you may drag and drop the options to the
appropnate blank section.

i

Cloaniing anid sanitsing notavays | | 1509001 - “Thie rgankzation |

completed. shall implement planned b
arrangements, at appropriaté

stages, to verify that tfie product,

Cleaning and sanitising recordsare | | . 87
not available for every batch. ‘

~ 1S0 9001 - "The organization
shall preserve the outputs during
production provision to the extent
necessary to ensure conformity to
requirements.”

=5

ISO 9001 - "The organization r Cleaning and sanitising are not [ 6.2.1 ]

shall implement production ed ined

provision under controlled
conditions.”




Answer:



You decide to raise a nonconformity.

Noa;confon;lt;' r;port
1SO 9001 Clause Number: I— B -[ 8.5.4 T T :
Nature of prohiem ] IS0 9001 - "The organization - -
150 9001 requirement that has not been dlleglmetoared =
e e
Evidence: ' »3 batches.

requirements have been met.”

To complete the nonconformity report click on the blank section you want to complete so it is highlighted in red and
then click on the applicable text from the options below. Alternatively, you may drag and drop the options to the

appropnate blank section.

Cleaning and sanitising not always
completed.

s o o o o o o o e o e o

IS0 9001 - "The organization
shall implement planned
arrangements, at appropnate
stages, to verify that the product
requirements have been met.”

| Cleaning and sanitising records are
I not available for every batch.

A S ——
8.7 l 8.5.4 :

IS0 9001 - "The organization

| shall preserve the outputs during
| production provision to the extent
!

| hecessary to ensure conformity to

shall implement production
provision under controlled
conditions.”

(o e e e e - - e o — — —

IS0 9001 - "The organization I [ Cleaning and sanitising are not

6.2.1

always completed by trained staff.

o




Explanation:

Nonconformity report

ISO 9001 Clause Number: 8.5.4 Nature of problem: Cleaning and sanitising records are not available for every batch. ISO 9001 requirement that has not been fulfilled: ISO 9001 - "The organization shall implement planned arrangements, at appropriate
stages, to verify that the product requirements have been met." Evidence: 40 cleaning records are available for 63 batches.

= HTfERE: 84
The following are stages of an audit, put them in the order they would be conducted.

The following are stages of an audit, put them in the order they would be conducted.
The first and last stages have been done for you.

To complete the sequence dlick on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropriate blank section.

1. Establishing the audit programme objectives

6. Conducting the audit activities

Determining and evaluating the audit l Preparing all audit activity ‘ ‘ Initiating the audit ‘ [ Establishing the audit programme

programme risks and opportunities

Answer:



The following are stages of an audit, put them in the order they would be conducted.

The first and last stages have been done for you.

To complete the sequence dlick on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop the options to the appropriate blank section.

1. Establishing the audit programme objectives

Determining and evaluating the audit

programme risks and opportunities

3. l Establishing the audit pi'ogramme:

5 | ‘ Preparing all audit activity
| E—

6. Conducting the audit activities

Determining and evaluating the audit Preparing all audit activity} [ Initiating the audit“ l-Estainshing the audit programme

o L by N e e — e —

-
I
i programme risks and opportunities

o o — e — o m—— —— — o w— o — —

Explanation:

Establishing the audit programme objectives

Determining and evaluating the audit programme risks and opportunities

Establishing the audit programme

Initiating the audit

Preparing all audit activity

Conducting the audit activities

According to ISO 19011:2018, clause 5, the audit programme is a set of one or more audits planned for a specific time frame and directed towards a specific purpose. The audit programme includes all activities necessary to plan, organize, and conduct the
audits. The audit programme management involves the following steps1:

Establishing the audit programme objectives: The audit programme objectives define the intended outcomes of the audit programme, such as verifying conformity, evaluating performance, identifying improvement opportunities, etc. The audit programme
objectives should be aligned with the strategic direction and policies of the organization and the needs and expectations of the interested parties.

Determining and evaluating the audit programme risks and opportunities: The audit programme risks and opportunities are the factors that can affect the achievement of the audit programme objectives, such as changes in the internal or external context,
availability of resources, competence of auditors, etc. The audit programme risks and opportunities should be identified, analyzed, and evaluated to determine the appropriate actions to address them.

Establishing the audit programme: The audit programme is established by defining the audit programme scope, criteria, methods, and resources. The audit programme scope defines the extent and boundaries of the audit programme, such as the
processes, functions, sites, activities, etc. that will be audited. The audit programme criteria are the set of policies, procedures, or requirements used as a reference for the audits. The audit programme methods are the techniques used to conduct the
audits, such as interviews, observations, document review, sampling, etc. The audit programme resources are the human, technical, and financial resources needed to implement the audit programme.



BEEEDRE : BB IX EE AT SLICEITSAELKDEEDERICETAIERETRMYRDZEZITI TAELRATYT BEEMBICIE EENRELEEREE~DERK BEEOHYN SH HEOER T L TCEBICDELRRBRET IV ERADERNEENTE

ER

TRTODEETEOER : BEEER I BALAOEED-ONEEHBE L EEFEXEF AT A TO0RATYT BEEBHEEF BEBERYD1—)L BEEF—L BEEAE BEESE BEEREELLE BEEAEHRICHI I20EN0ERELLIXETT BEENRE
XELIT BEEFIVvI IR BEBEAET BEEHERLGLE EBERTEBDINE L HEEHRTT,

EETEOER : EETE (X EBMNZIE RIIL BEEEECEBL LML EERRZESIHIT JO LR T EEFHCE VEKEFE EEFDII 2=/ —>a3y BEEF—LLEENFEORIEET EEMADOINE LR, EEREEE
DER EiLik. RSB EEREEDEREBETINEENTT T,

SEHk: 1SO 19011:2018(en), TR A Y F Y AT LDEEIZET 2H1 KS4A >

=HT[EIRE: 85
RDEXETORIZ—HBEIET, TN T 7—RAM—FTAEE tHhY FNR—FTAEE FLEY—F—FT A EEZOVWThIZERINEINERLET,
Match each of the following statements into the table below to show whether !:hv.e~_.r apply to first-party audlts, second-party audits or third-party audits:

First-party audits Second-party audits | Thlrd-partf.ﬁudits

To complete the table click on the blank section you want to complete so it is highlighted in red and then diick on the statements below. Alternatively you may drag and drop each of the statements to the appropriate space.

| | ' ‘ '. w |
; The audit scope is typically determined by the | The outcome of the audit is typically certificationto a | The audit scope is typically confined to B\ \
organisation being audited. ‘ recognised standard. | provision capability. -

Answer:
Match each of the following statements into the table below to show whether they apply to first-party audits, second-party audits or third-party audits:

First-party audits Semml-part? audits | Third-partyaudits =

The audit scope is typically determined h.,, the | The audit scope is typically confined to wwcefprﬂduct .' The outcome of the audit is typically.cectification to a |

organisation being audited, provision capability. 5; ecogiisedStandald. :
________________ = e = = = == = = = = == = — =~ = =" = = - - —

To complete the table click on the blank section you want to complete so it.ds. highlighted in red and then dlick on the stateméants below. Alternatively you may drag and drop each 1e star’rl ﬁ aﬂfﬂ‘}( | ;

D i

T The audit scope is typically determined by the ! The autcome of the audit is typically cemﬁcatmn to a | [The audit scope is typically confined to mmeﬁpmduct L
|

|
organisation being audited. i | recognised standard. | provision capability.

e o e T O O T O e o, O O S . . . S S e __._|

Explanation:



First-party audits Second-party audits Third-party audits

[he audit scope i1s typically determined by the The audit scope 1s typically conhingtite semice/product

provision Capagiuty.

T—TI

7= BA

T7—RARNN—T 1 EH

FE_EFEE

FE=FEE

EEHGHIERE BEEMNREGHIMBICE >TRESNET,

YA

ARV

ARV

BEEDORRIBE, AR INBEICHTHEIAMELGY F£9,

ARV

ARV

YA

BEREDHHEILEE Y—ER/BGORBEENICBESINET,

(AYAY-4

YA

ARV

BFEARAT— AU MOBELGHBAFIRODEEY T,

EEGEILAE EBEZZTHHMBICLE >TRESNET, CORRIE, ABEELELFENIFE—EEBICERASIAET  F—BEBECE HBIELOTOLREEFHEEEL HEMLHELZHRALFTFT 1. ABE. BoO0=—XLBEMIZEDVTESRE

HEZERECTEET2, CORBIE BENY T SANV—¢EBETIFE_EEE, FIEMIEE M B Z2EET T 2FE=FEBICTERINFEFRA, CNODEE EBHBEIXZENTNERT F - (ERAMBEICE > TRESNFET 34,

EBEOHRIIBE RTERBADRITY, COREMBIE, I L-HEINEBZEETL ISO001GENHENDRIEDEHZHI-L TSI LEHEREL Eb\ﬁk%bf:%ékﬁéaﬁﬁﬂ%é% T3 HE=FEEITERAINET 34, CDidE BEEHERN

AT BEREFLFYV ITSAV—DERRAELLIE—BEETFLEIFEFEERICIERASINELA13,

E"Eiﬂlliﬁ"#‘? Y—ER RHBREENDICEBRESINET, CORBIE BENY TSI V—2EEL V—EXFLEERORE MR NIT+—TURABE ZHTHRESN-ERZRBLLTWVWSILEHERT DI EHY FNA—T1EEBICHERASINET
4 EEHFILEE BEIEODEE OV—ERFLEEROBENAEICERZHRTTCVETI, CoRlE BEEHENLVES REETEBIVATLAEAEZIIRBKOBEREZHNN—F 537 7—R M —TFT 4 EEBFEFY—F\—TFT 1 EEICITEA

é«‘nit‘/vmo

=ITRERE: 86

XYZH EREB1002 A AW TT , HLEEEEF—L)—F—¢E LT AT—VI0RMEETEZERELTVET REBEIRTDAVIRTL QUS)DXEXHERLI-E A BRERBZRCEMERICH L TREEENRESINTWNS Z ELHH
UxLt,

MEEEEL, ChHAQUSADARELERZEAB LTS EFRFEZRRTHY EEREEFEFIIX M EAL SN IONERBZREVLVTHWWET . ZLT,  CANBEREDELWAETHAINE SN ZDODNWT HEEOERZROTULET,
AT—U1MB3NAHR XYZHIZEY BEE'EF—L)—4— tL,'C11ﬂ0)1%0)E£EE&#EkZT D2DRIEEZERELET, REEEEAEN NN ERICH L THRELZUAIOAEEEZZEEL BEOEEICEEMA TSI EMOAMAYEL, 2D
BEEICIE, RETEEFXEX SEIEBTAQMSOEHDRELZHET D 1LEESNTVET REEEEEEL, ChickY REREN NV ELSSICHMAEEEICIEREETERAEZ ON-ERRTVWET -, CcO7 70 —F X LBEEEBOLEHN
HEXEZBTVWEERRTVET , FLT HIRIOIRC AV FLEA—IZEENTVEERHOREREKEZZ2HLEICREET,



Quality Improvement Request QI/12/20/HR-3

QMS awareness training is to be included as part of Date: 12/12/20XX
To: HR Manager -

the induction training for new employees. Action by: 31/03/20XX
Update by: 01/20XX -Update by: 02/20XX Updlate by: 03/20XX 'Signed:
1l [ N (QM)
Notes: :Actinn Completed:;
Use of external resources for this action must be approved by senior (Signature)
management.
Date:

SHLBLHEEDOHR UTOBEMNERDODNMNYE L, BEEMIFIEWVORAEICHTEEDIIDNGEBREEIRL TS,

. HMEEENES LLGVWRET Va0 A LRT—ILDRE,

HETIV VI VOBERDEMIE, MEIR—O Y —I2L o THT LIXERINSIDITTIEHY FHA,

EBFIR A Y DICKDMEBERE) VIR FORBICEAT S2HBABE LN TLNS,

. mBEORENRER) D—E—BLTLWEEA,

B R—Oy—ICE o THEBICH L TRESNIE—DRERIE,

F.EyTIRDADME REBEIR—U v —HBtA LI=HEER (QI/12/20/HR-3) #BH L TLVE LW EFR L TULVET,

Answer: AB,C (A —vyt—U%EKY)

ISO9001 MAVTHFARAMIBITBELF AL BB I OMSITEDICE BRSNS I DDAT—FA D MIRDESIZHY FT,

A)BRERBEDIA LRT—IVICHAT HAREICHMAETEENMEISELTOVEN, ST HEXZEF T IEAFLOES LI 27— a3 URRRBLTWAZEFZRLTEBY  CNIEHRMGERIMH1IOEELERTT,
B) REFREDHRDIHEIL, MEIR— Vv —I2&>TRT  LIXEILINIDTTEHY FEA,

BUEXERIE, 7o arvhiEiish ShBRMTHDE VWS EFRET 50 BEEIMHICE > THRARTT 1,

C) mERZEFONBICEAT AEMRZ vy TJDMEMNRE o TS BRI BARESENERIATOIEEZRHL BEREL TSI LEZRIATIIDTHIRNETH AN AETIEENAERRIN TR,
INoDRIE HREMLGERIIBZHFL OVWTEBRELGREEE I RATLZHF T A -OICTARG SEEBEVATLTAORRIZE TS A3 a=r—ay XELE SLUVBEREOBAGICEAT AMEETRELTVET,

m oo w >

ExFTRE: 87

XYZH EREB100B F A BB TT , HLEFEEEEF—L)—F—¢E LT AT—VI0RMEETEZERELTVET REBEIRDAVIRTL QUS)DXEEHERLI-LE A BREHBZREMERICH L TREEENRESINTWNS Z ELHH
UxLt,

MEEEEL, ChAQUSADARELEREZEAB LTS ERFEZRRTHY FEREEFEIFIOIX M EAL SN IZONEBZREVTWWET . ZLT, CANBEREDELWAETHAINE SN ZDODNWT HEE-OERZROTULET,
AT—UIMWB3INAR XYZHRIZRY BEEF—LJ—4F—EL L THDIZDEETEE L HRICRT D20 EEZERLFTT , nEEEEEENEREEICH L TRELZLUAIOREEEZZREL BEOEEBIZTETBATLWS I EMbMY ELZ, 2D
BiEEICIE, RETEEXEX SEIEBTAQMSOEHDRELZHET S 1LEBSNTVET REEEEEERLX, ChitLY RERENVELSSICHMAEEEICIEREZETERASEZ ON-ERRTVWET -, CO7 7 0—F X LBEEEBOLEHN
BXEEB TR ERRTVET , FLT HIEIOIRC AV FLEA—IZE8FENTWVE-BRHFOSERERBE L HLEICREET,
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Quality Improvement Request QI/12/20/HR-3

QMS awareness training is to be included as part of Date: 12/12/20XX
To: HR Manager -

the induction training for new employees. Action by: 31/03/20XX
Update by: 01/20XX -Update by: 02/20XX Updlate by: 03/20XX 'Signed:
1l [ N (QM)
Notes: :Actinn Completed:;
Use of external resources for this action must be approved by senior (Signature)
management.
Date:

SHBLEBEOHRR UTOBENEDONY EL ZETH200RREERL TS ZEL,
BEEA |,

A BE Ny TF—LICREBENTEESA TGN

B. MMEEHENESELLAVEET Va3 vDEA LA T—ILDRTE,

C. Evaluation of the results of the improvement action not always documented by the Quality Manager.

D. Limited knowledge of the content of Quality Improvement Requests by departmental staff.

E. Quality improvements not aligning with the quality policy.

F. Top management claim not to be aware of the improvement request (Ql/12/20/HR-3) initiated by the Quality Manager.

Answer: AE (A —vt—T %#5’&7)

According to the ISO 9001:2015 standard, clause 10.2.1 defines nonconformity as the non-fulfilment of a requirement. A requirement can be related to the quality management system, the products and services, the customer expectations, or the
applicable statutory and regulatory requirements. Nonconformities can be detected through various sources, such as audits, inspections, tests, customer complaints, or internal reviews.

Nonconformities must be addressed by taking appropriate actions to correct them and prevent their recurrence.

In this scenario, the auditee has shown several issues that indicate nonconformities in their quality management system. Two statements that apply to the term nonconformity are:

A). No quality objectives planned for the top management team: According to ISO 9001, clause 6.2.1, the organization must establish quality objectives at relevant functions, levels, and processes. The quality objectives must be consistent with the quality
policy and the strategic direction of the organization. The top management team is responsible for providing leadership and direction for the quality management system and ensuring its alignment with the organization's purpose and context. Therefore, the
absence of quality objectives for the top management team is a nonconformity as it violates the requirement of clause 6.2.1.

E). Quality improvements not aligning with the quality policy: According to ISO 9001, clause 5.2.1, the quality policy is a statement of the organization's intentions and direction regarding quality, as formally expressed by top management. The quality policy
must provide a framework for setting quality objectives and be compatible with the context and strategic direction of the organization. The quality policy must also be communicated, understood, and applied within the organization. Therefore, if the quality

improvements are not aligned with the quality policy, it is a nonconformity as it violates the requirement of clause 5.2.1.
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In the context of a second-party audit, match the activity with the party responsible for conducting it.

Activity Party respansible

Define the audit scope

Develop the audit plan

Respond to the audit findings

Conduct the audit

To complete the table, click on the blank section you want to complete so that it is highlighted in red, and then click on the applicable text from the options below. Alternatively, drag and drop each option to the
appropriate blank section.

Customer ] {nudit team |EﬂdEfJ l External prm.*lda-r] { Audit team

Answer:



In the context of 3 second-party audit, match the activity with ns!ﬁle \nn it.
C Activity ' _Pa_rtr_reﬂ_nn_ s

Define the audit scope : r Customer = Jl
| Develop the audit plan :_ Audit team leader ( -y
| Respond to the audit findings :_ ___ External provider J______:
?Cﬂndu-:t the audit g Audit team A
| e |ETEE A

To complete the table, click an the blank section you want to complete so that it is highlighted in red, andthen &lick orilthe appiicable text from the options below. Alternatively, drag and drop each option to the
appropriate blank saction.

l Customer l Audit team leader I [ External prov |der‘t Audit team

Explanation:
—EEEOXRICE T HEFHMERERBDOELLHTIERDESY TT,
FEBRHEEERT 5 BE
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*EETRRI S EET L
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ABC#t(E, TR ILEIZHD4DDKREFREDORY YR ET—TLY RO )0 T ET7AA VBT —ERZRET 5 Y —ERASHTY, @ISO 9001:20150FH# =L TS EERLTVET, AMEEFRIC, EEEFHMESID3
DOEHN  ZET HAXELSN-FIEESP-T0ITED oN-FIREZEBA-RETHRBLTWASLZHELFL EEERFTESZEHI LI ETRELF LS,

FEELR—KIEDHEINE 6 DDERIEIMTYH?

A. RBEEA B RZITE o= T—TJIL 1) R U DIKEE

B. ;B AR A7 FIE: SP-701

C. WA R L—2 —DBENEEH

D. EEKOHRNES

E. RZHEDA—H—

F. mEEEEDEH
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. 70+ XDOEEFFERBE &SP-701 THEL R/NEFR D LLE

J.EREEIND)RVDEELSP-7T0ITERINIRKES

Answer: B,C.DH,IJ (A —vt—U %5%Y)

B: & AR RE % F)IE: SP-701

D: EEHDEANES

H: A LIRS RODRELSP-TOITHESNIZEE || TESNI-LEERHE vs. SP-7T01 TER SN S R/DEH J EBIN D) R DEE vs. SP-7T01TEREINSIRKEE C: AR L—2 —DRE N
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:Quality Improvement Request QI/12/20 JHR-3

| QMS awareness training is to be included as part of jDate: 12/12f20XX

To: HR Manager = 7% - z =

| the induction training for new employees. Action by: 31/03/20XX |

Update by: 01/20XX  Update by: 02/20XX iLdeat:e by:03/20%¢ | | Signed:

[ 1 i | (QM)

ﬁémm.- = - % 4 | © A~ i Q&Mnfnmpkde A

iUse of external resources for this @ction must be approved by senior ;(Signature)

manhagement. | |
Date:
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BEES ),
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D. IR A v Ik ZREREY /IR FORBICET ZMBHIBONTNSD,
E. REORENZERY L—E—BLTOERA,
F. by TRRTAY ME RBEYR— v —nBIE L= EER (Q1220HR-3) #BBLTLANEERLTLET,
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BELTWEFNEGY FEA, £ REAHITHEBRNTAM I BEIA ERASNGTNERYFERA, LA >T RERENREAHE—BMLTVWEWNGE, TS5 21 HOEHICERT 5O TEELLEYET,
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DCMOAHMHEE L -REEET EEARQMS T O RIZZHORENE DN o= MHBORMELZEE TSI L ERHAL TS EDCMITIEAE L  EEAFBIC HEHRZEAETTRESN-EEY. HEOFERENES FAEL+HLEBE
Iz J:o’C*%OMLJi?‘J\Eﬂ:L’CL\%)):L\5ElEWJE.,ﬁl,’CL\i Lz, DCMIE . 7—R 1) 2T Ix—T ¥ —DRmRD=OFREDT=O CNODMEICODVWTREEZT T ZEIETERLN I RTEXERLTY—F2 )T IRx—Vrv—IC|ET S BN
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W= COA T aVIEERTY BEEATREEHTL EERRLEEMRZRTL EEREELERFICZET LI L EDCMICEMNT IDLELAHY FT, £ EEANFEERROHERRE LR O—BELICDOLWTERAL DCMICEEHKREDZ
HEEREEIHRTSILISKRBETOIVLENHY FT,

ROFTLaVIFELLHY FEA,
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A TaD: RERDICRTL F—2 )0 IRFZ—Cry—hBBERE BERT D1 ILEZEETLHLEEMT S, COBRBIFELL HYFRA 7T—F ) I IF— Oy — DR ELZEHRHIC BEEAFRBEREDICRTLIEZY RT7Pa2—L %
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*Option E: Recommend that all personnel should be given urgent in-depth training in the QMS. This option is not correct because the auditor should not recommend or prescribe specific corrective actions to the auditee, as this would violate the audit
principles of independence and objectivity. The auditor should only report the audit findings and the audit outcome recommendation, and leave the responsibility and authority for determining and implementing the corrective actions to the auditee.

*Option F: Thank the DCM for his time and express an expectation that improvements will be made in the QMS. This option is not correct because the auditor should not thank the DCM for his time and express an expectation that improvements will be
made in the QMS, as this would imply that the auditor is satisfied and optimistic with the auditee's performance and response, and that the auditor is not taking the major nonconformity seriously. The auditor should instead express the concern and
dissatisfaction with the auditee's QMS processes and the impact on the health and safety of the patients, and communicate the suspension of certification and the need for urgent and effective corrective actions.

References:

*ISO 19011:2018 Guidelines for auditing management systems, Clause 6.4.2: Conducting audit activities, Subclause k) and I)

*ISO 9001 Lead Auditor Course Material, Module 5: Conducting an Audit, Slide 20: Closing Meeting

*ISO 9001 Lead Auditor Training Course - IRCA Certified, Section 5.5: Closing Meeting

*Lead Auditor Exam Preparation Guide (EPG) Template - PECB, Section 3.2: Exam Content Outline, Subsection 3.2.1: Section 1 - Audit Fundamentals, Subsection 3.2.2: Section 2 - Audit Principles, Subsection

3.2.3: Section 3 - Audit Process, Subsection 3.2.4: Section 4 - Audit Competencies
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Put the following steps of a third-party audit into the correct sequance in which they happen.

To complete the sequence diick on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Afternatively, drag and drop the options to the appropriate blank section,

)
Interviews | [ Issue Certificate ‘ I Close-out of Stage 2 Audit Findings { Stage 1 Audit ‘ [Stage 2 Opening Meeting | lStage 2 Closing Meeting | Surveillance Aud'tt] | Follow-up Audit J

Answer:



Put the Following steps of a third-party audit into the correct sequence in which they happen.

Interviews

4 | Stage 2 Closing Meeting |

5.  Close-out of Stage 2 Audit Findings

6. Issue Certificate i
I_ e - omdiho R
i I Surveillance Audit |
g | Follow-up Audit |
To compiate the sequence cick on the blank saction you want fo complete so it s highbighted in red and then click on the applicable text fromm the opbions below, Alternatively, drag and drop the options (o the appropnate ank saction,
, it W | R e i B e " - | R W e 1'!_' ------- J o L |
i Interviews | | Issue Certificate | j Close-out of Stage 2 Audit Findings!| | Stage 1 Audit . I::I:ﬁqe 2 Opening Meeting | Stage 2 Closing Meeting : I Surveillance Audit L4 Follow-up Audit |
e s . ’ e ) b o o o o o o e F S - S —
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BRI PICRIEROEREREETZERLFT,
Answer: AB,C.FHI(A—vyt—TU%%Y)
F=E (B LPEREETOLRD—KRELTISO 17021-1 THIZERINTWSFEIEIRD LB Y T,
AT a VA R— T4 VT EBRIZBTREEY—VDEREEZRT S, ISO
17021-1:2015 MDA 9.6.2.2 Tl FREEHA L, BRI EH~DEHNEZRIT H=DIZ 77470 bOI—V DERAS S WFEIFRBEEICEAT 2 TOMDSREEET LS ENKROHONTUVET,
AT 3B BIEDEFHBEILUEDOQMSDERE R # 29 5, 1S0 17021-1:201509.6. 2. 2ITIL FREAMEAIEV SA 7V FORBEI A DAV PR T LB L URIEICTHERA SN RO BEREEZBRGMNICHE - TEANICEEEZE5AIERTRATHRTHI LN
ROLNTWSE=H, DX T aVHNERTT,
AT arC: AREBIRDAVFLEL—DEMEEHRET S, ISON
17021-1:2015 M 9.6.2.2 ETIL FRAHEAINBEES LUV EELEA— TOERDEMEEZET V5347V FOREEBR AT LOBGH G AN EHET S LEERLTLET,
T3V R URICRESINABTRRORT—2RZHAL REROFAEHZROAEMEZEETLET,
ZDF T3 vlE, 1SO 17021-1:2015 M 9.6.2.2 IE T RIENFIEDEERICKE LTI A 7Y MAERL-EREEOR R BREHREZHEL RSN -REREDENMZRIAT I LEERLTVSH EBTT,
*F T avH  EREDREE, 1ISO 17021-1:201509.6.2. 21E T & REEHAII R HEICEET 2 BA SN D ERE S URBERFEADI SA4 7V FOEFERILET IRLELNH LSO, COAX T a VIFERTYT,
*FTavl: IEDEELUROBEEEEANDRIG, ISO 17021-1:201509.6.2. 21 TI&  FREAIHEBIEATRIOBEELUBORILEEICEET 2BEERADYV A7V FORIGKRERERTEHIENRDLENTWS=H COF T a VA ERTY,
ROATLaVEELLHY FEA,
A TaD: ERADAVIATLAORERNELE 2—%FHET %,1S0 17021-1:201509.6.2 2IE TIL  FRIHEENA YT —RA S URBERICREIR DAV M RATLDREHXELEA—FERET S EEZERL TGN SO, ZOFERFKIZE
L HYFFA  ZELEXELE 12— X VERZIAEER FLEHEIRTDAV M RTLEL L ERAERFEICERGERELH > HEICOABETT,
EIRARE : MBMERE R T TULVARL, 1SO 17021-1:201509.6.2.2IA T (& FREHEEN Y —RA S URBERICVSA T FOMBHERZEETET A LEEZERLTLAWL SO, COBERRIFELL HY FEA, BEEREITI 5472 FEHEDZILL
[CEATAZHNLEORMYRDHERDHOLTVBIEELHYEFTH, ChEY—RASURBETOLRAD—HTEHY FHA,
*F T arG: FHRIEEIREREERRET S, COF T 3 UIFISO
17021-1:2015009.6.2. 2IA T I&  FREIEN Y — R4 S U RBEDICEHAMBORER R EER TSI LEZERLTVWERA, RAEBE REYROA VN RATLERZFEHEOD-RELT V73472 FOER BIE) YV —RAEEET S LIEAEETT
M, SNIXISO 170211 TER SN TWLWSERMLFETIESH Y FHA,
*Option J: Conduct a minimum number of annual surveillance audits during the certification period. This option is not correct because ISO 17021-1:2015 clause 9.6.2.2 does not require the certification body to conduct a minimum number of annual
surveillance audits during the certification period. The certification body may determine the frequency and duration of surveillance audits based on the risk and performance of the client, but this is not a specific activity required by ISO 17021-1.
References:
*ISO 17021-1:2015 Conformity assessment - Requirements for bodies providing audit and certification of management systems - Part 1: Requirements
*ISO 9001 Lead Auditor Course Material, Module 7: Audit Follow-up and Surveillance, Slide 8: Surveillance Audit
*ISO 9001 Lead Auditor Training Course - IRCA Certified, Section 7.2: Audit Follow-up and Surveillance
*Lead Auditor Exam Preparation Guide (EPG) Template - PECB, Section 3.2: Exam Content Outline, Subsection 3.2.1: Section 1 - Audit Fundamentals, Subsection 3.2.2: Section 2 - Audit Principles, Subsection
3.2.3: Section 3 - Audit Process, Subsection 3.2.4: Section 4 - Audit Competencies
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TIERIA DR ERAA -

BEEZERYT SHA1IC, REAREILEEDEHE EE HRZHMHRL-EEREZRBEITILENHYFT,
FESE:
*ISO/IEC 17021-1:2015_ 5 9.1.2 18 - S B E: SR EBE O LR EZRE T I A EELERTDHME LA IDELAHY EFT,
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I ERMAHE SN DRIDEERA 7 7 —ICIX S5, A HE ZHNHIENEENET,
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What are the objectives of the Stage 2 audit?

A. To evaluate whether the QMS is effectively implemented

B. To review the auditee's management system documented information
C. To gather information regarding the scope of the QMS

Answer: (fRZEZRTT 5)
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Comprehensive and Detailed In-Depth Explanation:

The Stage 2 audit (ISO 17021-1:2015, Clause 9.3.1.3) is conducted to:

* Verify whether the QMS is effectively implemented and operational.

* Ensure compliance with ISO 9001 requirements in actual practice.

* ldentify nonconformities that may impact certification.

Reviewing documented information (Answer B) is part of Stage 1, and gathering scope information (Answer C) is done before the certification audit.
Reference:

ISO 17021-1:2015, Clause 9.3.1.3 (Stage 2 Audit)

Ex#fERE: 102

You are a member of the audit team of a second-party audit of an organisation with 625 employees. The audit procedure recommends using sampling criteria which requires the review of the documented competence for
25 personnel. The audit team leader developed an audit plan allocating one hour to audit the Human Resources department (from 11:30 am to 12:30 pm). She told you that she could not allocate any additional time.

What would you do?

A. Extend the audit until 1.00pm and ask for a quick lunch later.

B. Plan to review less than 25 cases.

C. Plan to review as many as possible and see if you can extend the audit duration by one day.

D. Plan to miss lunch and review as many as possible.

Answer: (fAZE % RTT B)

In this scenario, the time allocated by the audit team leader for the Human Resources audit is fixed, and as an auditor, you must work within that constraint. Although the sampling criteria suggests reviewing 25 personnel files, it is acceptable to adjust the
sample size based on time and resource limitations. ISO 9001:2015 emphasizes risk-based thinking and practical resource management (Clause 7.1), so it is reasonable to review a smaller sample if the time is insufficient.
Option B is a pragmatic approach, allowing you to focus on quality over quantity by reviewing as many cases as time allows without compromising the audit schedule.

Options like extending the audit (A, C, D) are impractical in a structured audit environment, especially for second-party audits where maintaining the agreed schedule is important.
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T IAS BRES ME) BEERME
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9001,
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Li Na chose a sampling method that sufficiently represents customer complaints from both areas of ME's operations. Which sampling method fits that description?

A. Systematic sampling
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B. Stratified sampling

C. Block selection sampling

Answer: B (A —vyt—T%EY)

Comprehensive and Detailed In-Depth Explanation:

Stratified sampling is the best method when the population consists of different groups or categories. In this case:

ME has two areas of operations (electrical and mechanical services).

Complaints were collected separately for each area.

By choosing representative samples from each category (electrical & mechanical complaints), Li Na ensured a balanced approach.
Systematic sampling selects samples at fixed intervals, which does not ensure proportional representation of both groups.
Block selection sampling is used when focusing on a specific time period or section, which does not apply here.

Thus, stratified sampling (B) is the correct answer.

Reference:

ISO 19011:2018, Clause 6.4.5 (Sampling Methods in Auditing)
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You are conducting a third-party audit to ISO 9001 and interviewing the Training Manager. She explains that training is more important than ever because the organisation has had to reduce the number of staff employed. Many of the remaining staff are
now required to be 'multi-skilled'. You ask to see plans for the multi-skilling training and are shown plans that look comprehensive, and include both 'on the job" training and internal and external training courses.

The records indicate that several staff required parts of their training to be repeated one month after the first training was provided. You ask why this was needed and are told that an investigation of customer complaints identified that several staff members
did not complete certain tasks in the correct manner. The extra training was therefore recommended as a corrective action.

Based on this interview, which two of the tollowing audit trails would be the most appropriate to follow?

Select the two most appropriate audit trails from the following.

A. Ask if customer complaints had ceased since the multi-skilled training finished.

B. Ask the members of staff whether they found the training received useful.

C. Assess whether Quality objectives are being met.

D. Determine whether customers were consulted about the risks associated with the multi-skilling training.

E. Determine whether management has assessed the impact of staff reduction on the organisation's ability to meet its objectives.

F. Review records to assess if all planned training has been completed.

Answer: AF (A —vt—U%5E9)

When conducting a third-party audit to ISO 9001, especially in the context of training and corrective actions taken due to customer complaints, the most appropriate audit trails to follow would be:

A: Ask if customer complaints had ceased since the multi-skilled training finished. This audit trail is relevant because it directly relates to the effectiveness of the corrective action taken. If customer complaints have decreased or ceased, it could indicate that
the additional training was effective1.

F: Review records to assess if all planned training has been completed. This trail is important to ensure that the training plan has been fully implemented and to verify that all staff members have received the necessary training. It also helps in assessing the
adequacy of the training in terms of content, frequency, and outcomes1.

These two trails, A and F, are closely linked to the issue of customer complaints and the organization's response to them. They provide insight into whether the actions taken were suitable and whether they have led to improvements in staff performance
and customer satisfaction1. The other options, while potentially useful, do not directly address the immediate concern of the effectiveness of the corrective actions taken in response to the customer complaints1.
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D. Agree the roles of each audit team member for the closing meeting.

E. Audit team review any points raised by the auditee nominated representative.

F. Audit team agree final audit outcome recommendation.

G. Audit team leader completes final report, including individual findings and certification recommendation.

H. Audit team complete final version of their individual findings.

I. Re-audit corrective actions taken to correct findings found during the audit.

J. Write the audit finding report out when detected and obtain signature of the auditee.

Answer: (fRZEZ%RTT B)

The tasks that are expected to be completed at the audit team meeting of a third-party audit team leader and his audit team in preparation for a Closing meeting for a four-day initial certification audit are:

*Option C: Final audit team meeting to agree findings and categories including clarification of any uncertainties. This option is correct because the audit team meeting is an opportunity for the audit team leader and the audit team members to review and
consolidate the audit findings, to ensure that they are clear, accurate, objective, and supported by sufficient audit evidence. The audit team should also agree on the categories of the findings, such as nonconformity, observation, or opportunity for
improvement, and resolve any uncertainties or disagreements among the audit team members.

*Option D: Agree the roles of each audit team member for the closing meeting. This option is correct because the audit team meeting is an opportunity for the audit team leader to assign the roles and responsibilities of each audit team member for the
closing meeting, such as presenting the audit findings, answering questions, or taking notes. The audit team leader should also ensure that the audit team members are prepared and confident to perform their roles and to communicate effectively with the
auditee.

*Option E: Audit team review any points raised by the auditee nominated representative. This option is correct because the audit team meeting is an opportunity for the audit team to review any points raised by the auditee nominated representative during
the audit, such as requests for clarification, feedback, or complaints. The audit team should consider the validity and relevance of the points raised and decide how to address them in the closing meeting or in the audit report.

*Option F: Audit team agree final audit outcome recommendation. This option is correct because the audit team meeting is an opportunity for the audit team to agree on the final audit outcome recommendation, based on the audit findings and the audit
criteria. The audit team should also consider the implications and consequences of the audit outcome recommendation for the auditee and the certification body, and ensure that the recommendation is consistent and justified.
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*Option H: Audit team complete final version of their individual findings. This option is correct because the audit team meeting is an opportunity for the audit team to complete the final version of their individual findings, based on the agreement and
feedback from the audit team meeting. The audit team should ensure that their individual findings are written in a clear, concise, and factual manner, and that they include the audit criteria, the audit evidence, and the audit conclusion. The audit team
should also submit their individual findings to the audit team leader for review and approval.

*Option I: Re-audit corrective actions taken to correct findings found during the audit. This option is correct because the audit team meeting is an opportunity for the audit team to re-audit the corrective actions taken by the auditee to correct the findings
found during the audit, if applicable and feasible. The audit team should verify the effectiveness and adequacy of the corrective actions and update the audit findings accordingly. The audit team should also document the results of the re-audit and
communicate them to the auditee.

The following options are not correct:

*Option A: Audit team leader informs the individual(s) managing the audit programme that the closing meeting is ready to be held. This option is not correct because this task is not part of the audit team meeting, but part of the communication between the
audit team leader and the individual(s) managing the audit programme. The audit team leader should inform the individual(s) managing the audit programme that the closing meeting is ready to be held after the audit team meeting, when the audit team has
completed all the tasks and is ready to present the audit results to the auditee.

*Option B: Hold daily audit team meeting to review any timetable issues and potential findings and their impact on the audit for other team members. This option is not correct because this task is not part of the final audit team meeting, but part of the daily
audit team meetings that are held during the audit. The daily audit team meetings are opportunities for the audit team to review the progress and performance of the audit, to identify and resolve any issues or problems, and to coordinate and adjust the
audit plan and activities as needed.

*Option G: Audit team leader completes final report, including individual findings and certification recommendation. This option is not correct because this task is not part of the audit team meeting, but part of the audit reporting process. The audit team
leader should complete the final report, including the individual findings and the certification recommendation, after the closing meeting, when the audit team has received and considered the feedback and comments from the auditee. The audit team leader
should also ensure that the final report is reviewed and approved by the appropriate authorities before issuing it to the auditee and the certification body.
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Below are four of the seven principles on which SO 9000 series are based. Match a potentlal benefit to each of the quality management principles (QMP).

Quality management principles
Customer focus [

Engagement of people |
Improvement |

Evidence-based decision-making | |

To complefe the table click on the Blank section vou want to complete so it is highfighted in red and then dick aon the applicable text from the opfions below. Alternatively, drag and drop each of the following potential
benefits to a QMR

Enhanced frust and collaboration throughout the
organisation

{Enhanced drive for Jnnmrﬂﬂun] Better communication between levels and functions of [‘I mproved operational effectiveness and efficiency ‘
' the organisation

Increased ability to demonstrate effectiveriess of past Increased revenue and market shareJ Common understanding of objectives and values among
) interested parties

actions .

LY

Answer:
elow are four of the seven principles on which TS0 9000 serles are based. Match a potential benafit to each of the quality management principles (QMP).

uality management principles T S L e .

ustomer focus | : | Increased revenue and market share| I
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ngagement of people Iy 1 oy ¢
I e — arganisation [ I
mprovement I [Enl'-aru:eddmeforlnnwathun] : -~
vidence-based decision-making |F ==== Increased ability to demonstrate effectiveness of past :*. = Ts; = i — . | |
- d | =

actions -ﬁa -
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_____________ | organisation
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|| Increased ability to demonstrate effectivene on understanding of objectives and values among

I actions interested parties
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Below are four of the seven principles on which IS0 9000 series are based. Match a potential benefit to each of the quality management principles (QMP).

Quality management principles

Customer focus |
Engagement of people |
Improvement |

Evidence-based decision-making |

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop each of the following potential benefits to a QMP.

Increased revenue and market share Common understanding of objectives and values among Better communication between levels and functions of Improved operational effectiveness and eﬁ‘i::iency]
interested parties the organisation ;
Enhanced trust and collaboration throughout the [ Enhanced drive for innovation
organisation

Increased ability to demonstrate effectiveness of past

actions

Answer:



Below are four of the seven principles on which 150 9000 series are based. Match a potential benefit to each of the quality management principles (QMP).

Quality management principles

Customer focus _ Increasad revenie and market share

Enhanced trust and collaboration throughout the
Engagement of people

oraanisation

Improvement ; | Enhanced drive for innovation | !

TP R YN e Increased ability to demonstrate effectiveness of past

ackions

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop each of the following potential benefits to a QMP.

_________________ — .
| ; e . :
tlncreaﬁed revenue and market shareI Common understanding of objectives and values among || || Better communication between levels and functions of

interested parties | | the organisation i

Enhanced trust and collaboration throughout the | lEnhanced drive for innovation :
organisation :

Explanation:

Quality management principles:

Customer focus = Increased revenue and market share
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In the context of a third-party certification audit, match the roles with the following responsibilities:



In the context of a third-party certification audit, match the roles with the following responsibilities:

Responsibilities:

Conduct the audit to the assigned area.

Assist the auditors in identifying personnel to participate in the audit.
Assign each team member's responsibility for the audit.

Respond to guestions and provide evidence to the auditor.

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop each of the following roles to the correct responsibility.

Guide ‘ l Auditors ‘ l Audites l ‘Audit team leader

Answer:

In the context of a third-party certification audit, match the roles with the following responsibilities:

Responsibilities:

Conduct the audit to the assigned area. Auditors

,.
|
|
|
|

|
|
[
|
|

Assist the auditors in identifying personnel to participate in the audit. Guide |

Assign each team member's responsibility for the audit. Audit team leader

I
|

Respond to guestions and provide evidence to the auditor.

e il |t

Auditee J I

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop each of the following roles fo the correct responsibility.

[ Guide ] I Auditors ' Audites r :Audit team leader ]
EESnG—— l

Explanation:

In the context of a third-party certification audit, match the roles with the following responsibilities:
Responsibilities:

Conduct the audit to the assigned area.= Auditors




Assist the auditors in identifying personnel to participate in the audit.= Guide Assign each team member's responsibility for the audit.= Audit team leader Respond to questions and provide evidence to the auditor.= Auditee According to ISO 19011:2018,
clause 3, the definitions of the roles are as follows1:

Auditors: persons with the competence to conduct an audit

Guide: person appointed by the auditee to assist the audit team

Auditee: organization being audited

Audit team leader: member of an audit team appointed to manage the audit or an audit team Therefore, the roles can be matched to the responsibilities based on these definitions and the description of the audit process in clause 6 of the standard1.
References: ISO 19011:2018(en), Guidelines for auditing management systems
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6.2.1, which mandates that objectives support the strategic direction of the organization.

* F: Lack of documentation for quality objectives breaches the requirement to maintain them as documented information under Clause 6.2.1.

* Relevant References:
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* Clause 6.2.1: Establishing quality objectives aligned with the quality policy.
* Clause 6.2.2: Maintaining documented information for quality objectives and planning to achieve them.
* Clause 5.1.1: Top management's responsibility to ensure alignment between the QMS and strategic direction.
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UFVASIZEBE FHRIFFHARSLIUBRERBEDITIL—TA VA E1—FHMTEBELELE, CAEEEDARR N TSV T4 RICEMLTWLETH?
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*INITKY BEEDRYCKREEHSCIENTEERT,
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CEERENEBRMELATHERDODILERIELET,
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You are carrying out an audit at a single-site organisation seeking certification to ISO 9001 for the first time.

The organization manufactures cosmetics for major retailers.

You are interviewing the Manufacturing Manager (MM).

You: "l would like to begin by looking at the cleaning controls."

MM: "We record the cleaning of the equipment at the end of every batch. This document details the minimum cleaning frequency and the procedures to follow for all areas and each item of equipment. The person who carries out the cleaning puts their
initial on the document and records the time and date alongside." Narrative: You sample production records over 3-days and note down evidence of nonconformity as per the table below.
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You decide to raise a nonconformity.

Nonconformity report
150 9001 Clause Number: - |
Nature of problem: - | | |
IS0 9001 requirement that has not been ' ' ' |
fulfilled: = =
FEvldence: 40 cleaning records are available for 63 batches.

To complete the nonconformity report click on the blank section you want to complete so it is highlighted in red and
then click on the applicable text from the options below. Alternatively, you may drag and drop the options to the
appropnate blank section.

i

Cloaniing anid sanitsing notavays | | 1509001 - “Thie rgankzation |

completed. shall implement planned b
arrangements, at appropriaté

stages, to verify that tfie product,

Cleaning and sanitising recordsare | | . 87
not available for every batch. ‘

~ 1S0 9001 - "The organization
shall preserve the outputs during
production provision to the extent
necessary to ensure conformity to
requirements.”

=5

ISO 9001 - "The organization r Cleaning and sanitising are not [ 6.2.1 ]

shall implement production ed ined

provision under controlled
conditions.”




Answer:



You decide to raise a nonconformity.

Noa;confon;lt;' r;port
1SO 9001 Clause Number: I— B -[ 8.5.4 T T :
Nature of prohiem ] IS0 9001 - "The organization - -
150 9001 requirement that has not been dlleglmetoared =
e e
Evidence: ' »3 batches.

requirements have been met.”

To complete the nonconformity report click on the blank section you want to complete so it is highlighted in red and
then click on the applicable text from the options below. Alternatively, you may drag and drop the options to the

appropnate blank section.

Cleaning and sanitising not always
completed.

s o o o o o o o e o e o

IS0 9001 - "The organization
shall implement planned
arrangements, at appropnate
stages, to verify that the product
requirements have been met.”

| Cleaning and sanitising records are
I not available for every batch.

A S ——
8.7 l 8.5.4 :

IS0 9001 - "The organization

| shall preserve the outputs during
| production provision to the extent
!

| hecessary to ensure conformity to

shall implement production
provision under controlled
conditions.”

(o e e e e - - e o — — —

IS0 9001 - "The organization I [ Cleaning and sanitising are not

6.2.1

always completed by trained staff.

o




Explanation:

Nonconformity report

ISO 9001 Clause Number: 8.5.4 Nature of problem: Cleaning and sanitising records are not available for every batch. ISO 9001 requirement that has not been fulfilled: ISO 9001 - "The organization shall implement planned arrangements, at appropriate
stages, to verify that the product requirements have been met." Evidence: 40 cleaning records are available for 63 batches.
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EEADELVHRIEEDF T 30 TTHM?

A ChICE>TEEDHEENLERSIN BETOCANDEIZHEDIZEFEHBLTOWETHA?

B. F—LRIZIT AR Y YR FAWEMES, COEEBZEDLSIZEEINIELNTL £ 5H7?

CHLWISATZYUMIURTTBHIT NN\ —CHADOEBDIRENBETT H?

D.COUIIRMERDTOTF L IR—Drv—ITENTWEIHETA?
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HENREDORIADEHFZNERL T, AVE2—32 FFa AN T—DOHRRAVIRALBEOHF LW —EXRDLEEZEH L5 EREHFEDILENDETY, CNIZIE FHLOWEBAERHEICEFN TSI L BLUHEBOREETEI X
TLRINGDHLWITOCREZWMEL TSI LEHERT H-00 BABBE~NOEXLGHRFE IO CRANEENETT12, SEXE: = COEZE, ISO 9001 BEEEES I —TOEE L ERMEICET ATV RIZEHITVWTWET, COHA F VXTI,
AL ET AREEE VAT LOHEEERELAH - -HEIC . EXLTHFBIACLANREIZHESIZ EFMHRLTWET1, £- UKAS QOFEFHLE (ETS) 7AEXICET I HA FTIE . HILWH—EXDEMNMGEEDHHERICEXGTHENSDEL L DLHE
[CDOWWTERBALTLVET 2,
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AFMEEICEALTELLDIERD S BEENTTH?

A QVUSOEMNEDHEEEBLET

B. fA#iA TQMSO B EIZEHT SBIEMLGZREI ZE oTLVE L
C. iR EE SN L aIREEN H D

Answer: C (A —vt—U%&Y)

TIERIA DR ERAA -

ISO 9001:2015_ 569.218 (AEEEEIZL D &

RS EDO—IRE LT AMEEZTHREMICERT S ENTEET,
CEBETHESHEBEVMEOMAEERELET (A FFERTY),
L= >T CHIERETY,

S

ISO 9001:2015, 559.21H (NIHEE)
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Scenario 6: Davis Clinic (DC) is an American medical center focused on integrated health care. Since its establishment DC was committed to providing qualitative services for its clients, which is the reason why the company decided to implement a quality
management system (QMS) based on ISO 9001. After a year of having an active QMS in place, DC applied for a certification audit.

A team of five auditors, from a well-known certification body, was selected to conduct the audit. Eva was appointed as the audit team leader. After three days of auditing, the team gathered to review and examine their findings. They also discussed the
audit findings with DC's top management and then drafted the audit conclusions.
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In the closing meeting, which was held between the audit team and the top management of DC. Eva presented two nonconformities that were detected during the audit. Eva stated that the company did not retain documented information regarding its
outsourced services for an analysis laboratory and regarding the conducted management reviews. During the closing meeting, the audit team required from DCs top management to come up with corrective action plans within two weeks. Although the top
management did not agree with the audit findings, the audit team insisted that the auditee must submit corrective actions within the given time frame in order for the audit activities to continue.

Once the action plans were evaluated, the audit team began preparing the audit report. Eva required from the team to provide accurate descriptions of the audit findings and the audit conclusions. The report was then distributed to all the interested parties
involved in the audit, including the certification body Based on the report, the certification body together with Eva, as the audit team leader, made the certification decision.

Based on the scenario above, answer the following question:

Scenario 6 indicates that although the top management did not agree with the audit findings, the audit team began preparing the audit report. Is this acceptable?

A. No, the audit report should have been prepared before the audit findings were presented in the closing meeting

B. No, during the closing meeting, the audit team had to inform the auditee about the complaint and appeal handling process

C. Yes, the audit team had to begin preparing the audit report although the top management did not agree with the audit findings

Answer: C (A —vyt—T%EY)

Comprehensive and Detailed In-Depth Explanation:

According to ISO 19011:2018, Clause 6.4.11 (Closing Meeting):

* The audit team must proceed with the audit report, even if the auditee disagrees with findings.

* Disagreements do not invalidate audit results.

* The auditee has the right to file a complaint or appeal, but this is handled after the audit report is submitted.

Thus, the audit team acted correctly by proceeding with the audit report despite top management's disagreement.

Reference:

ISO 19011:2018, Clause 6.4.11 (Closing Meeting & Handling Disputes)
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FMHTISO 001 FREAZTEMGLEIIELTWAE—Y A FOMBTEEEZEHELTLET,

0

RFNFEEAMHICAEHSBERELTEY HENNVTF—VICEBBTELDNREEOZHMNRBE SN TOET  BESEFMTRLSIKRBICEMLE L, ARESWIFTEREENS Y I b7 70 S LEFERALTHY ST LEHR, £EHE, EME
A HEEEOHNR, FTEAREOEH, FL—YEYTADERE YRANSIVRAF vy BFREORIT FEOER, MBEEEDYR—FE2TOoTVET,

EEIRDOYIGEDE HEERRZEZHEREL TS E SWIFTT—EAR—XICEALT UTOL S GERAIMRYRLENATNASZ LICRDIEFELT,

Your audit notes Status

Production Planner: SWIFT database version 202 A

= _ -

Requires audit trail

Manufacturing Manager: SWIFT database version 169 Reguifes audittail
Manufacturing Supervisor: SWIFT database version 169 N Requir_es au_digtradh'
Product Development Manager: SWIFT database version 169 | Requires audit trail
Logistics Supervisor: SWIFT database version 182 | Requires audit trail

Quality Manager: SWIFT database version 205 Requires audit trail
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BEEADNRZITANSGTHAI 77 aviEROELYTY,
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Ex#IEIRE: 124
In the context of a third-party audit, match the event with the responsibility for conducting it.



™
™ Event Responsibility

Selecting audit team

Conducting the audit

Preparing the audit plan

Requesting the audit

To complete the table, click on the blank section you want to complete so that it is highlighted in red, and then click on the applicable text from the options below. Alternatively, drag and drop each option to the
appropriate blank section.

Individual(s) managing the [ Audit team J [Auditteamleader} [ Audit client
audit programme

w, F

Answer:



E'ﬂ&nt | DarrAanciblise
Individual(s) managing the
audit programme

Selecting audit team

Conducting the audit L1 Audit team I

| Preparing the audit plan Audit team leader

Requesting the sudit Audit client |

— S L S — I RES—

To complete the table, click on the blank section vou want to complete so that it is highlighted in red, and then click on the applicable text from the options below. Alternatively, drag and drop each option to the
appropriate blank section.

r ] AT

Audit team | F&ud-tteamleaﬂer[ |_ Audit client

Individual(s) managing the
audit programme

Explanation:

The correct answer is:

Event

Selecting audit team = Individual(s) managing the audit programme

Conducting the audit = Audit team

Preparing the audit plan = Audit team leader

Requesting the audit = Audit client
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YDETEZECEBTEOERICEENHY FT, 152IHICEINIE EEEKEELFETZ KBTI AIEAFEHEBTHY EEMNERE BEEBEZTH5AATLTHEE) F-AEERRICANEEREZF O>ZTOMOBEAFEHEETHS, 1 SEH -
*1:1S0 19011:2018 - I Ax VAV F AT LDEEIZEAT 5 H4M4 K34 >
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ISO 9001 addresses changes through several requirements, two examples of which are Clause 6.3 (Planning of Changes) and Clause 8.5.6 (Control of Changes). How do the requirements of Clause 8.5.6 differ from those of Clause 6.37?
A. Clause 8.5.6 refers to changes during the production and service provision.

B. Clause 8.5.6 refers to changes during the design and development of products and services.

C. Clause 8.5.6 refers to changes to legal and regulatory requirements.



D. Clause 8.5.6 refers to leadership and management system responsibilities.

Answer: A (A —vyt—T%EY)

Comprehensive and Detailed In-Depth Explanation:

ISO 9001:2015 recognizes change management as essential for maintaining process integrity and preventing nonconformities.
Clause References:

* Clause 6.3 (Planning of Changes) # Focuses on long-term changes that may impact QMS integrity.

* Clause 8.5.6 (Control of Changes) # Focuses on changes occurring during production and service provision to ensure conformity.
Why is the Correct Answer A?

* Clause 8.5.6 applies specifically to operational changes, ensuring that modifications in production or service processes do not compromise quality.
* Organizations must document who approves changes, how they are controlled, and how they affect product/service conformity.
Why are the Other Options Incorrect?

* B (Changes during design and development) # Covered under Clause 8.3 (Design and Development), not 8.5.6.

* C (Changes to legal and regulatory requirements) # Addressed under Clause 4.2 (Interested Parties

' Requirements).

* D (Leadership responsibilities) # Covered under Clause 5.1 (Leadership and Commitment), not

8.5.6.

Reference:

ISO 9001:2015, Clause 6.3 - Planning of Changes

ISO 9001:2015, Clause 8.5.6 - Control of Changes
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Sefect the word that best completes the sentence:
"The purpose of a management system standard is to the perfarmance of an organisation.”

To cormplete the sentence with the best word, ofick on the Mank section you want to comypede so it is highlighited i red and then olick on the appiicalse text from the option(s) below. Altermatively, drag and drop the
option(s) to the appropriate biank saction.

== (R D
RiECH

! the performance of an organisation,”
I

To cormplete Hhe sentence with the best word, oiick on the Xank section you want to compdete so it is highligited it eed arxd Bhen click on the applicalie text from the option(’s) befow, Altermalivedy, drag and drop the
optionys) to the appropviate blank section.

Explanation:

"The purpose of a8 management system standard is to improve the performance of an organisation.”
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TLBEDOHMEMFIR WMSS)INY FTvI2H IRDAV M RTLBREOENE BEZE BN/ BELEMNEERT 5-HICEBMICERT IREMNELFIEEZRET S LITEY MBONRIT+—I U RAALEXZET LI LTHIERE NT
WET,

LENST REEXFRDELSIZHYFET,

BESXTLEBOEMNIE HBONRTI+r—< U RZALESERZZETT, ]
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FEEBEEDER—IFILIZTDODCOVID-19RE S REHT HEE St CDI000) DERIZH T IE=ZEBEERICENT, HAEEXCDV0ODERTILIR—T ¥ — GM)IZA VA E2a—FTWEL, GMIZIE ESETOEMARTH SO v I DREITL
TWELE, Sy v TI9ZALIR— v —MNCOVID-19ICREE LE=-OFRED=H_ HA4 FEREHEHTLET,

$Hit- : CDY000E ZNDREBE AT AICEE# 5 X HFREMEDH AN BE L UAREBOBRBIZEEN LS BIDAHY FTM?2 | ERILIR—Dr— Pr vy IDNIDEICDOVWTIREL TS NELE, TERADMOBREMET L DFREA DATHE

£, COVID-19IZB ¢ 2 ZMBHDOMFH L EIL BREGAMELEDOLRE . RITORHKRE AMAILEMEDFRRE LV -HEEEFELE L, FEICBIMRRICEVEL -, ) A ChoOMEIIXELELELEZEMA? JERITLIR—Dr— D
W, DvvPI2&DHE ISOWNMTIHINLDEEEZXEILT AREFGVEDIETL, | LT CNoDOMEICEET DIV RIEZLEDELSIICHEL, TNLICHLT 5-ODTEIZEHBELELEN? | ERILIR—Dr— K< hMUFEE
A, COTAEREEHIA—D ¥y —HNEEZE S TVWET , O¥ v INFTEDBEIE, COBMIZEZAONMDINE LNERFA, | ERILIRT—Vr—OREICHLT, ENDLSICAZETHIMIDNT 200 BIRFERIRL TS,

AT AL IRr—Dv—[CEBRETEEFKELET,

B. 25 B FOEMERTIIEL BOAHA FEEKELET,

C.VRVFMDIERLE LTOBENEL NI LERTIENETIFELET,

D. A HILA Y MIEBOREETIEELVDOT KENLCEFLTELVET,



E.BifivRr—Cvy—DRAFTEHEZEHLEY

F. 29 B TOEMARNCDEMICEZRSZLITZITANONERA,

Answer: B,C (A —vyt—T%EY)

ISO 9001:20155RE TIX 4 1EHIZE LT HBIE HBOBMICEEL MEIRDA VI RATLOERLI-HRZERT IRENCEELZSAINBELUVNBOMEEZRET S ENRDOLNTNET 6. 1IATIE MBIEICh o DREICEET SR
P LERICHUNT H5-ODTHEHET S ENROSNATVET, CNSDTHE MEIARA DAY FXATLOTAORRIZHEESN TOEUENTFHE S ZTNIEHRY FHA,

ST IATIE BEQHOERINIR—Dry—D REEEVATLIZEEZ5Z5NBELVATOMEEZHEL LT 5 T7AERXICHTIBBLEESAFTELTVSAIEAHALHTT , ERIILIR—Dr—E, COTOLRDEEE
DREFEETRHLBEWVERSEFOEMRIZEKBLTVWELE, £ ERILIR—V v — LN oDBEEZXELLTVENSILZRHTHEY | CNFHEBORRICET IXBILEEIN-EROREEHICRLTVET , ERIILIR—Drv—(FFE,
A EBRRICHNT 5T-ODITEDRE LFHEDEE L, COVID-1IDELETRELLE>TWVWEA TV ZANLIR—Dv—IZRELTVET,

COBEHRICEDODVWT, ERIAIA—Dr—DREICH LT, RD 2204 T2 a TIRETEET,

B: | would ask for a different guide instead of the legal compliance expert: You can request to have a different guide who is an employee of the organization and who is familiar with the quality management system processes and the external and internal
issues that affect them. The legal compliance expert may not have the necessary knowledge and authority to answer your questions or provide you with the relevant evidence.

C: I would look for evidence that the actions resulting from the risk assessment had been taken: You can verify whether the organization has implemented and evaluated the actions to address the risks and opportunities associated with the external and
internal issues. You can look for evidence such as records of risk analysis, action plans, monitoring and review results, and improvement measures.

These two options would help you to assess the conformity and effectiveness of the organization's quality management system with respect to the requirements of clauses 4.1 and 6.1.
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ou geciae o raise a NoONCONTormity.

The organisation has not determined the
necessary competence of the Regulatory
Experts with respect to relevant regulatory

IS0 9001 - "The organization shall ensure
that persons are competent on the basis of
appropriate education, training, or experience.”

: anisation's control are
evant quality objectives.

reguirements. &
] The business has not maintained its 7.1.6
organisational knowledge.
150 9001 - "The organization shall determine 150 9001 - "The organization shall determine [ 7.2
and provide the persons necessary for the the knowledge necessary for the operation of
effective implementation of its quality its processes and to achieve conformity of
manzgement system.” products and services.”

Answer:



You decide to raise a nonconformity.

Nonconformity report

150 9001 Clause Number: i The organisation has not determined the I
. el e s | R
Nature of problem: I ISO 9001 - "The organization shall determine l
1SO 9001 requirement that has not been fulfilled: | L PRI e DRCRINE [IECESSA0E 10t Mo '
“ effective implementation of its quality [P
management system.”
To complete the nonconformity report click on the blank section Uhen cli the applicable text
from the options below. Alternatively, drag and drop the options to the appropriate blank section. - ':.}‘fbf?ﬁﬁ ”I @‘
_r;.ll 3 1 L \

ISO 9001 - "The organization shall ensure
that persons are competent on the basis of
appropriate education, training, or experience.”

The organisation has not determined the

necessary competence af@e Reg_ui Y §
Experts with respect to rel @%}%
'3 -JJ. |

i

requirements..

_il i i The business has not maintained its
organisational knowledge.

IS0 9001 - "The organization shall determine
and provide the persons necessary for the
effective implementation of its quality
management system.”

Explanation:
AVEaA—2DRI )= ay bk BRBAKESFMICERSNFELT

150 92001 Clause Number:

- -

Th organisatidh has ngt defermined the necessary
compétenge of the RaguiBtory Experts with respect to relevant
reguistory requirements.

il

IS0 9001 - "The organization shall determine and provide
the persons necessary for the effective implementation of its
guality management system.”

IS0 9001 requirement that has not been fulfilled:

Ex#TREIE: 130



AT EESENIZET 5 1SO 9001 DEHZH-LTWVWAILERT TV avidEnTIT D,

A ETENETOLaVICHATAXELSN-REROAETREFLET,

B. TEELGHNEEET LHHIC ZETHIEH~DEEHEHRIELET,

C.HGSOMAZ Y—EXRDREDFLIFRBRIIBE INE-TEELHERS LU —ERIIH L TEULGLEZEL D,

D. X ENBELEIN-FIELGZLICHBEDOHIM TLAEEZNETEELLII1ZT 5,

Answer: (&% &RT~9 5)

TIERIA DR EREA -

ISO 9001:2015 Tl& BRI L ELMERAPEREZH O HBAFTEELHNZHAN L TEET LI EAKRO N TUVET,

FESR:

* KI8T (FEESHADERE): MfE TEEHAMNHAN SN ERLGAMERFIRELZHLET I-OICEEBINTVWSILEZHRTILENHYFT,
*EIE102 (FHEESSURELE): Y—ERREPFELIIRERZED, FEELNER SN SEICHBINEUGLEZHE LS LEZERLET,
ERNCHEDIELETTM?

*MEmEBEFELEY—EXARICTEELGESRFELET—ERANFESN -GS HBITEE I ETRREZRET H-OICREREZE L OIBENHYET,
*THIVICE YaA—IL PYEL BEEAOEMN FHE, TOERORELENEEFNDIEGENHY FT,

*ZOT7 TA—FILISO9001:2015 IZEHML THY HE/H—EAN—BELTCEHEZH/-ILEZRIALET,

AT 3 UHAEESTVNADIELEETTMN?

*A(RF2 AV MDADERE)# FX 1AV MIBETIN, ENE T TREAEELRHAOBEYLZUNENRIESNEIDTTIEDY FEA,

*B (BIERTDESEDREL) # HRELIZBWVAETT A ISO 9001 TITHLGZIRIILY LREHEEZEBELTULVET,

*D(REENEELLG L TTAEERZNETESLSLIIZTSH)#1SO09001 TlE, FAEEZNET 5-HDOXEILLEIN-FIEBNERSNTINET (FIE8.7),
S

ISO 9001:2015_ 58.71H - A EEH D ERE

ISO 9001:2015_ %10.218 - FEEH L URELE

ATEIE: 131
vF A2
NG EHRMICERXZRAT AN T IOEBRUESHTY  ELERETFTYY FIAMTIL—Y BEFLGETT ANINEBICEGOREZRELEICEA EFICHhEZYEVFTEZ#FLTEELE, LAL EEIROBLEENKFITENL BEENMLDE
FEMnEmLEL -,
MEMLEREREEEZSHDOIZ, NILIKISO 001 IZED HEEEVRATL(QMS) #BALFLE BREREE KBEIR—Cy—OLRA)—%ETIEIELEMD 5 AOFHEEBTHERINS QUS EAF—LZIL EIFE LT,
LR —IZQMSER ED KRBT ER LERZENV A THIERZE>TLELEL, T BEBHNORREZQMSF—LIZEDSCLZRELFELEDY BERBEIMOELASBELZERICHY F L1,
F—LIFE QMS DEHEZRD LS IZEEZLFE LT,
QMSOEREIZIE, BRMMITICEET STATOEBINEFNFETS, LR —EREAHEREL BEEORRBEZFEIAMIF—LICRRILTLEaA—%FZITFE LT,
BEMIE - BEOEFRZNETL-OOHLVEBKREZREL BEEORBEZERT A-OIC2BRMCLICERATEZE RIS LEEHMHITEL R,
DFIVA2DREDEEICEHET HREDIE ELVEDIEENTTH,
ABEREF BEORHZIGL BRI IE-OOKREDAETT,
B.&BE by JIIBEEBEBICEALTY— 44—y TEaI Y M AV MEHREBELELT,
C.EEND_—XLHPFLHEICIEIET 5-0IC BERAEZEBAERIT ILENHYET,
D. BRMEEFXERICE >TOHAEIND=H T 75r— FMIFETT,
Answer: (&% &RT~9 5)
TEMD DB %ERBA: ISO 9001:2015 MKIE 5.1.2 (AT EMR) CTIE BEEIIEEDRBZERI I L THEERRZHRI IVENHIEREINTLNET,
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A. F—LAURE LI DA, S FEEANEEINTND O FESIFHBF SN B FTNELES BN ETERT S

B.EBF— L —A—AAHDEETOFTSLIR—Cv—(CHHT 2ET BRLSBLZEHT

REBEEEEC EBTENRHITRESND I LEBNTD

EBANISHRERIISMET . TRTOBEENEIKRESND Z E£HET S
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Answer: (&% &RT~9 5)

ERAF—L)— 44— L BB TOLRLERTRENTLH EEEEHELAAD EMMA DRENAAEZTIORRICHLT ZBNEAHYET, £ BEEF—L)—F—(3 BEEAECEEF—LOMIM NTHEELS &AL BRI DHE
EHOTREEEELONIULEMRRTBEITHIRETT, ISONMEREBTESEEHDOHA FEEUXEIZLEE BEBEF—L—F—PRMERETAREMDOHITHIUTOESY T,
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SHEIEBTORRLERZET SHL . EBEAREND T4 — RNV LHBAZROIEETHACELHATINENHYET . F0R . EEF— L —F—FEZELEAMNELEL THDTHESA TV A EIBICHRIVET,

FOMDBREKIZ . XOVWTHUODEHIZEY | COKRICHNT 2 -ODBENE-FHBEHLAETIEIHY £ A,

B.EEF— L) —F—AERHOEE IO S LI A — S v —ICHRTAET. BRABZEH TS, COTHEEBTRY 1 —LLEBHEICKELEE- L BEBEF—LLEANREOVNAICAVLELABEL AR 2L 0T aBERNHY £T, T,
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<9,
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- EBF—LLBEBTSHETRER YR EERICES L EBEEROBBERL X1 T 28BS CEITRYET BEBF—LY—F—(F BEESBFTHDOCELL  TEEHETRLEELHIRT IRENHY ET,
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Ex#fERE: 133
Auditor competence is a combination of knowledge and skills. Which two of the following activities are predominately related to 'knowledge'?
A. Communicate with the auditee
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B. Conduct audit meetings

C. Determine how to seek evidence from the auditee

D. Determining what evidence to gather

E. Evaluate proposals of corrective actions

F. Identify findings

Answer: (fAZE%RTd 5)

Comprehensive and Detailed Explanation From Exact Extract:

According to ISO 19011:2018 - Guidelines for Auditing Management Systems, which is referenced in ISO

9001 Lead Auditor training and practice, auditor competence is defined by a combination of knowledge, skills, and personal attributes. Here's how each selected option aligns:

D). Determining what evidence to gather: This activity is rooted in knowledge of audit principles, criteria, and risk-based thinking. It requires an understanding of which types of evidence (documents, records, interviews, observations) are necessary to
evaluate conformity to the audit criteria (Clause 7.2.3 of ISO 19011:2018).

E). Evaluate proposals of corrective actions: This task involves applying knowledge of ISO 9001 requirements, root cause analysis methods, and risk controls to assess whether proposed actions are suitable to prevent recurrence. It demands
comprehension of quality management principles and corrective action methodologies, linking it firmly to knowledge.

Other options such as A (Communicate with auditee) and B (Conduct audit meetings) are predominantly skills-based, requiring interpersonal and communication abilities, not theoretical or regulatory knowledge.

C (Determine how to seek evidence) and F (ldentify findings) involve both knowledge and skill but are more action-oriented and tied to situational judgment and auditor behavior.

References:

ISO 19011:2018, Clause 7.2.3 - Establishing Auditor Competence

ISO 9001:2015, Clause 9.2 - Internal Audit

ISO 19011:2018, Annex A.1 - Knowledge and skills of auditors

HTEIRE: 134

When should the certification body accept the audit?

A. After considering the integrity and reputation of the auditee.

B. After considering the nature of the operations of the auditee.

C. Both A and B.

D. Only if the auditee has no previous major nonconformities.

Answer: C (A —vyt—T%REY)

Comprehensive and Detailed In-Depth Explanation:

Before accepting an audit, the certification body must assess the integrity of the auditee and the nature of its operations to ensure compliance feasibility.
Clause References:

*ISO/IEC 17021-1:2015, Clause 9.1.2 - Audit Planning:

* The certification body must review the auditee's background, reputation, and operational complexity before accepting the audit.

Why is the Correct Answer C?

* The auditee's integrity and reputation impact the credibility of certification.

* The nature of operations determines audit complexity and resource allocation.

Why are the Other Options Incorrect?

* A (Integrity and reputation only) # Correct but incomplete; nature of operations is equally important.

* B (Nature of operations only) # Integrity is also a factor, not just operations.

* D (No previous major nonconformities required) # Auditees with past major nonconformities can still be audited if corrective actions are taken.

Ex#TERE: 135
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MHTISO001 RIEZMBLELS ELTWIE—H 1 FOMBTEETEZERELTVET,

LHIIKRFNFEERFICEHIKZHELTEY BRI —DICEIBERED/NFREZENREH A TOET  BESEHCTRLEIEKIBICEMLEL .,
HE-IEFEORGRAEYA—Cry—ICHEZ L TVWET HERAR IO ADOEEBIZSWIFTEWS Y I bz 77TV r—Y a vohMERShATWA Z EIZRfFEFELT,
RICRINTWD ERY BB EZIRELFE LT, 1SO9001 83EDNHPZEBRIMMEBEL TS,

Answer:

AVEA—42—DA CE>TEREIN-AVTUOYDRY ) =03y NIFEERTHARREELHY FT,
Audit Evidence Corfect150,9001°Clatse Exfracty, |
1. Half of all new products launched in the past 12 months were 8.3.2 &) ... internal ... resdlurce naeds for the
late. The Product Development Manager explains he lacks design and develdpment of products &

people to cope with demand.

2. Many changes are made to cosmetic formulations during 8.3.6 ... retain documented information ...
product development due to retailer feedback. Final formulations

are documented in SWIFT.

3. Customer confirms approval to proceed with a new 8.3.5 ... retain documented information ...
formulation via email. These emails are stored in SWIFT.

4, Consumer trials are carned. out béfdre Tull-scale launch. 8.3.4 d) ... conducted to ensure that the
resulting products and services meet the

requirements ...

5. Sheli-life stability testing is done by an approved external lab 8.3.2 e} ... external ... resource needs for the
during product development. design and development of products ...
TSI DEFEMEER A

KIH832e)-NMYYV—RAD=Z—X:RAB Y IRREICLHEEIINE) V—RADFREZFERHLYVICLTEY BRI LHRO-OORE) V—RAHBEZMLELTHOFEBEICEEZEEELTLET,
KIH8.3.6 - AT FARDEE T4 — PNV VLI MM TMNALEERFIXELL, LEA—TFTEREAHYEY, COFETIH, ERICHT AXELSN-FEROREZEBHITTVET,
EKIHB35-FHiAB S UVHAKEOHN: WA ICKHT FBEEDARBIHF TOLRAOEATHY | COFBEICHH>TXELEINERE LTRFTIVLENHYET,

8.3.4 d)IE - FRETFARERE  HEEAMZAMHERETH T, COERF HBRELTRONIEBAERSIN-ERZHE LTSI EZHRI HEOIC HEERBNAERSINSZ EZRIAELET,
&IH832e)- 480 V—ADRLEN: NEBOMARAMTITONSRFHET A ML FARICBEGHB )V —AD—ETHY , CCTSRINFET,

EHTEIRE: 136

You are carrying out an annual audit at an organisation that offers home security services. You are interviewing the Quality Manager (QM) You: "Would you tell me about your management review process?" QM: "The senior management team plans to
review the management system every six months. The review follows a set agenda and records are maintained." You: "May | see the records from the last two management reviews?" Narrative: The Quality Manager gives you the latest record, which
shows the last management review took place nine months ago.

The Quality Manager then gives you the previous management review record, which took place one year before the latest review.

You: "Are there any other review reports in the last two years?

QM: "No, these are the only ones."



‘ou dacide to raise 3 nonconformity.
HNoenconformity report
150 9001 Clause Number:
Nature of problem:
150 9001 requirement that has not been fulfilled:

Mo complere the Aoncanfarmity repart chick on the blank section you want fo complete 5o it red and then click on the applicable taxt
o the options below. Aternatively, drag and drop the oplions to the appropriateblank

931 Issues raised at management review are ng IS0 9001 - “Top management shall review
[ being achoned, the organization’s quality management
system.”
150 9001 - “Top management shall review ment review has not been conducted 150 9001 - “The organization shall retain
the organazation’s quality management syste at the defined frequency. gocumented informanion as evidence of the
at planned intesvals.” ¢ results of management review.”

Management réeview records are not baing
retained.

Answer:
U decide to raese a nonconfarmity.

— = P

[
Management review has not been conducted
ature of problem: !
150 9001 - “Top management shall review
at planned intervals.”
complete the nonconformity report chck on the blank section you want to compiete 5o 1t 15 highhohted in féd and then click on the appicable text
wm the aptions below, Altematively, drag and drop the aptions to the appropriate blank section,

I -
I 8.3.1 | Issues rafsed at management review are not | IS0 9001 - "Top management shall review
! being actioned.

Isnmb*rmmmmmml__mm |
the organization’s quality NMMW'

=

Management review has net been conducted 150 9001 - “The sroanization shall retzin

3t the defined frequency. documentad information a5 evidence of the
— — — m— — — — u d lmmll

Explanation:



Nonconformity report

150 9001 Clause Number:

Nature of problem: Management review has not Reaacondugadatshe defioad

TreqEency

0 9001 - “Top manzoement shall
150 9001 requirement that has not been fullilled: 1S0 9001

Nonconformity report
ISO 9001 Clause Number: 9.3.1 Nature of problem: Management review has not been conducted at the defined frequency. ISO 9001 requirement that has not been fulfilled: ISO 9001 - "Top management shall review the organization's quality management
system at planned intervals." Evidence: The last management review took place nine months ago, and the previous one took place one year before the latest review. The planned interval is six months.
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RFTERE: 137

Scenario 7: POLKA is a car manufacturing company based in Stockholm, Sweden. The company has around

14,000 employees working in different sectors which help with the design, painting, assembling, and test drives of the final product. The company is widely known for its qualitative products and affordable prices. In order to retain their reputation, POLKA
implemented a quality management system (QMS) based on ISO

9001.
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Audit criteria are a set of requirements used as a reference against which objective evidence is compared.

Which two of the following are not potential audit criteria?

A. 1ISO management system standards

B. Verbal statements by the general manager

C. Verbal agreements with interested parties

D. Health and safety notices

E. Written agreements with interested parties

F. Commercial advertisements

G. Organisation's documented information

H. Claims made on the organisation's website

I. Commitment to follow principles issued by an NGO

J. Environmental aspects register

Answer: FH(A—vyt—U%%Y)

According to ISO 19011:2018, clause 3.2, audit criteria are a set of policies, procedures or requirements used as a reference against which objective evidence is compared. Audit criteria are usually selected by the audit client or by agreement between the
audit client and the auditee, and they should be appropriate for the audit scope and objectives1. Audit criteria may include, but are not limited to, the following sources2:

*ISO management system standards, such as ISO 9001, ISO 14001, ISO 45001, etc.

*Verbal statements by the general manager or other top management, as long as they are consistent with the documented policies and objectives of the organisation

*Verbal agreements with interested parties, such as customers, suppliers, regulators, etc., as long as they are documented and approved by the relevant authorities

*Health and safety notices, such as posters, signs, labels, etc., that communicate the organisation's legal obligations, policies, or procedures

*Written agreements with interested parties, such as contracts, orders, specifications, etc., that define the requirements and expectations of the parties involved

*Organisation's documented information, such as policies, procedures, manuals, records, etc., that describe the organisation's management system and its processes

*Commitment to follow principles issued by an NGO, such as the United Nations Global Compact, the International Labour Organization, etc., as long as they are relevant to the organisation's context and objectives

*Environmental aspects register, such as a list of the environmental impacts and risks associated with the organisation's activities, products, and services Therefore, the two options that are not potential audit criteria are F and H, as they are not reliable or
verifiable sources of information, and they may not reflect the actual performance or conformity of the organisation's management system. Commercial advertisements and claims made on the organisation's website are forms of marketing communication
that may be exaggerated, misleading, or inaccurate, and they are not subject to the same level of scrutiny or approval as the other sources of audit criteria.

References: ISO 19011:2018(en), Guidelines for auditing management systems, What are audit criteria? - ISO Update
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To complete the table, click on the blank section you want to complete so it is highlighted in red and then click on the ISO 9001 clauses listed below. Alternatively, drag and drop each clause to show which step the requirement applies to.

Step

We identified risks and opportunities and fed these into our risk management processes.
We found a suitable supplier,

We monitored customer feedback and noticed an increase in negative feedback about lead times.

egether 2 pl T}te
j .
We m@Ritored the ar pplier.
I

We noticed that productivity targets were being missed.
We communicated the plan intemnally.

We looked at the data at the management review and decided we needed to do something different.

We reorganised the staffing'and implémented:redundancies.

We set an objective to effectively implement the transition and outsource manufactunng.

Answer:



st2p _ \ Liause
Wée identified risks and opp ity oufifsk managem i 64 I .
i e
= J

We found a suitable supplier. e
y__ &4 N

We monitored customer feedback and noticed an increase in negative feedback about lead times. I_ T 512 =
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We put together a plan for implementation. - s ..._..._...l
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Ve monitored the perfarmance of the new supplier.

We noticed that productivity targets were being missed.

We communicated the plan internally.

a8

We lpoked at the data at th
We reorganised the staffing 3ad implemented redundancies. R
We set an objective to effectively implement the transition and outsource manufactunng. I—-'---'— = E-ET —J--—-—
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Explanation:




Step
We identified risks and opportunites and fed these into our rsk management processes.

lrmfnund a suitable supplier.

We monitored customer feedbadc and noticed an increase in negative feedback about lead
tirmes.

We put together a plan for mplementation.

We monitored the performance of the new supplier.

We noticed that productivity targets were being missed.

We communecated the plan internally.

mmmmmummmmmmmmmmwmmmm
different.

We reorganised the staffing and i_rrplmrttu’ redundancies.

We set an cbjective to effectively implement the transition and cutsource manufacturing.

Here is the correct matching of ISO 9001:2015 clauses to the steps mentioned in the change management process:
* We identified risks and opportunities and fed these into our risk management processes.

* Clause 6.1 (Actions to address risks and opportunities)

* We found a suitable supplier.

* Clause 8.4 (Control of externally provided processes, products, and services)

* We monitored customer feedback and noticed an increase in negative feedback about lead times.

* Clause 9.1.2 (Customer satisfaction)

* We put together a plan for implementation.

* Clause 6.2.2 (Planning to achieve quality objectives)

* We monitored the performance of the new supplier.

* Clause 8.4.2 (Type and extent of control of external providers)

* We noticed that productivity targets were being missed.

* Clause 9.1.1 (Monitoring, measurement, analysis, and evaluation)

* We communicated the plan internally.

* Clause 7.4 (Communication)

* We looked at the data at the management review and decided we needed to do something different.
* Clause 9.3.2 (Management review inputs)

* We reorganised the staffing and implemented redundancies.

* Clause 7.1.2 (People)

* We set an objective to effectively implement the transition and outsource manufacturing.

* Clause 6.2.1 (Quality objectives and planning to achieve them)

This aligns the steps of the change process with relevant ISO 9001:2015 clauses related to risk, planning, communication, and monitoring.
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When should the certification body accept the audit?

A. After considering the integrity and reputation of the auditee.

B. After considering the nature of the operations of the auditee.

C. Both A and B.

D. Only if the auditee has no previous major nonconformities.

Answer: C (A —vt— U %7&Y)

Comprehensive and Detailed In-Depth Explanation:

Before accepting an audit, the certification body must assess the integrity of the auditee and the nature of its operations to ensure compliance feasibility.
Clause References:

*ISO/IEC 17021-1:2015, Clause 9.1.2 - Audit Planning:

* The certification body must review the auditee's background, reputation, and operational complexity before accepting the audit.
Why is the Correct Answer C?

* The auditee's integrity and reputation impact the credibility of certification.

* The nature of operations determines audit complexity and resource allocation.

Why are the Other Options Incorrect?

* A (Integrity and reputation only) # Correct but incomplete; nature of operations is equally important.

* B (Nature of operations only) # Integrity is also a factor, not just operations.

* D (No previous major nonconformities required) # Auditees with past major nonconformities can still be audited if corrective actions are taken.
Reference:

ISO/IEC 17021-1:2015, Clause 9.1.2 - Audit Planning
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Audit evidence 150 9001 Clause B extract

Three subcontract trainers who had delivered training were not approved as
defined in procedure SA1 Supplier Approval revision 3.

A training programme for a customer was not documented as required in
procedure TD 2 Training revision 2.

One trainer had not recorded the damage to a customer’s training room wall
caused by using sticky tape to hang training aids, as required in procedure TD 2
Training revision 2.

Five sales orders had no record of having been reviewed to verify the ability to
provide these courses.
mplalese pmenrﬂckmmefsomm clause 8 extracts listed below. Alternatively, you may drag and drop each IS0 9001 Clause 8

Tamﬁtehﬁ&dﬁmmmmmwﬂw
extract listed with the audit evidence that applies.

...shall retain documented information on design “8.5.3 ...shall retain documented information on what
has occurred.”




Audit evidence IS0 9001 Clause 8 extract

Three subcontract trainers who had delivered training were not approved - ETEE——— TT——
defined in procedure SA1 Supplier Approval revision 3. | Ak SR AEREY CHIERSLIOF s SRV PODFENAGS

A training programme for a customer was not documented as required it "8.3.5 ...shall retain documented information on design
procedure TD 2 Training revision 2. and development outputs.”
One trainer had not recorded the damage to a customer’s training room™
: ; iy . e 8.5.3 ...shall retain documented information on what
caused by using sticky tape to hang training aids, as required in proced
has occurred.”

Training revision 2.

Five sales orders had no record of having been reviewed to verify the abil” ) i .
8.2.3.1 ...shall conduct a review before committing. ..

provide these courses,

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the IS0 9001 clause 8 extracts listed below. Alternatively, you may drag and drop each ISO 9001 Clause 8
extract listed with the audit evidence that applies.

: | e
[ "8.4.1 ...shall apply criteria for ... external providers...” - "8.3.5 ...shall retain documented information on design | | “8.5.3 ...shall retain documented information on what |
T D e e e e I and development outputs.” | | has occurred.” l
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Explanation:
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Audit evidence IS0 9001 Clause B extract

Three subcontract trainers who had delivered training were not approved as
defined in procedure SA1 Supplier Approval revision 3.

A training programme for a customer was not documented as required in

procedure TD 2 Training revision 2.

One frainer had not recorded the damage to a customer’s fraining room wall
caused by using sticky tape to hang training aids, as required In procedure TD 2
Tralning revision 2.

Five sales orders had no record of having been reviewed to verify the ability to

provide these courses,

To complete the table click on the blank section you want to complete so it is highfighted in red and then click on the IS0 9001 clause 8 extracts listed below. Alternatively, you may drag and drop each 150 9001 Clause 8
extract listed with the audit evidence that applies.

‘ "8.4.1 ...shall apply criteria for ... external providers..” | | "8.3.5 ...shall retain documented information on design i "8.5.3 ...shall retain documented information on what

and development outputs.” ! has occurred.”

‘ "8.2.3.1 ...shall conduct a review before committing...”



https://www.jpnpdf.com/PECB.ISO-9001-Lead-Auditor.v2026-05-30.q159-mondaishu.html

Answer:
Audit evidence 150 9001 Clause B extract

Three subcontract trainers who had delivered training were not approv

"8.4.1 ..shall a criteria for ... external providers...”
defined in procedure SA1 Supplier Approval revision 3. Rply ot P

A training programme for a customer was not documented as required it “8.3.5 ., shall retain documented information on design
procedure TD 2 Training revision 2. and development outputs.”

One trainer had not recorded the damage to a customer's training room
caused by using sticky tape to hang training aids, as required In proced
Training revision 2.

“8.5.3 ...shall retain documented information on what
has occumed.”

Five sales orders had no record of having been reviewed to verify the abil

T "8.2.3.1 ...shall conduct a review:-before committing...”

To complete the table click on the biank section you want fo complete so it is hightfiahted I fed angd hen click on the IS0 9001 clause 8 extracts isfed befow, Alfernatively, you may drag and drop each IS0 9001 Clause 8
extract fisted with the audit evidence that applies.

I
1

— -

I"§.2.3.1 ...shall conduct a review before committing...

e e e e e e e e e

Explanation:
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FERICBTAXELEIN-ERZRETILENHY FT,(COFEK BEOREL-MHECLREZET, FMLBERICATINELIN-BEREZRIFISILICEELTVET,)

* Audit evidence: Five sales orders had no record of having been reviewed to verify the ability to provide these courses.ISO 9001 Clause 8 extract: 8.2.3.1 ...shall conduct a review before committing...(This clause specifies the requirement to review and
verify the organization's ability to meet customer requirements before accepting sales orders.) These mappings reflect the specific requirements of ISO 9001:2015 for managing external providers, retaining documented information, and reviewing contracts.
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Answer: B (A —vt— U %7%9)
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Below are four of the seven principles on which IS0 9000 series are based. Match a potential benefit to each of the quality management principles (QMP).

Quality management principles

Customer focus |
Engagement of people |
Improvement |

Evidence-based decision-making |

To complete the table click on the blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below. Alternatively, drag and drop each of the following potential benefits to a QME

Increased revenue and market share ‘ Common understanding of objectives and values among

interested parties the organisation

Better communication between levels and functions of

Improved operational effectiveness and efficiency ‘

Increased ability to demonstrate effectiveness of past

actions

Enhanced trust and collaboration throughout the

organisation

[ Enhanced drive for innovation

Answer:




Below are four of the seven principles on which 150 9000 series are based. Match a potential benefit to each of the quality management principles (QMP).

Quality management principles

Customer focus Increased revenie and market share

7 Enhanced trust and collaboration throughout the
Engagement of people

oraanisation
Improvement || Enhanced drive for innovation | !
| Increased ability to demonstrate effectiveness of past
Evidence-based decision-mz | o P

| actions

To complete the table click on the Blank section you want to complete so it is highlighted in red and then click on the applicable text from the options below, Alternatively, drag and drop each of the following potential benefits to a GMP

i e O i =

e e e e N S S =~ —_— = T — —= —= — i i u o S e I

I Increased revenue and market share I| | Common understanding of objectives and values amibna Better communicalion Detween levels and functions of || | Improved operational effectiveness and efficiency |

A A |

interested parties [t the organisation

Enhanced trust and collaboration throughout the
! organisation

| Increased ability to demonstrate effectiveness of past |

actions

Explanation:
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BEDEECTHBORGSF—LRNIZ—ELTZHOFEESHERIATLSIZEM DL T MBIEEEHEICE OV TCEETDOHEECHBZEEL TLELEA,
The decision for whether this situation is acceptable or not should be governed by which of the following?

A. A risk-based approach to the audit programme

B. The authority of the audit team leader

C. The availability of competent internal auditors

D. The organisation's reasoning behind the lack of change to the audit plan

Answer: A (A —yt—T%#ET)
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HEHEIIE AXT2ETOD Y FDKAITOEEBIEZ BEEOEREY (CHEBO ANy I PRABERNTLICHON RESNIHNETLTCLE I LE2RRLFL:, KRETERRIE MPIBEICKI5E€ZEET 52D IR—D0Y
TALYEA—DBIEBOHTERBEL-EGALET, ARERNERDEZTEEZZLEIHTHS-O BEICIIBHMEINTOWEREATLE, H7=I1XISO 001DEIESLIZERT AT BEZMELET,

RIS EDEBD-ODEEF—LREBIZEVWT 2ABNERTERXLEOFTEAICOVWTERINIZISOV0TDEIEBEICEEZEEBAFE L, HIE 9N AFKENEYN THEEEZATVWET,

EEF—L J—F—DRKRRICKRELEBUICHET 526D 3 DDA T 3 vEFIRLET,

A BEEF—L)—F—FREIR—Sr—I2HEL  EOKBEICRAETIMERELET,

CEEITOVWTHRETL  RERESBPRICREEZRRTDHELS57 RNNARALET,

N1 EOANRBRWE NS 2 BENEEANDERICELICAELET,

CABEEEICODWTERT I LELH 2BENEEADEEFELICAITLET,

HEE2BBDEBANC, TNETNOBEREZHL(RBALTILOWL, EOFEZEIRTINERELET,

HEu-E2BFEBDEEAEELICEELEZREZEL I1ISO9001 DEDEFENAZEBEL TLWAINEFRELET,

G.EELMDEELERTIEIBEVWI LEZTREL RDOYIZFEIII ZFEAICHT IRBELGFELE LTRELET,

H SEIFELEBERICOVTELE =R, HHEE2BBNDEEADETAEEZBDLSIIEBHET,

Answer: E,FH (A —vyt—2%5%7)

ABEEF—LD)—4—L LT ELS2ERZERMNICEEL HELIIMHNICE SOV TAESICHT 2B EEENERIN TSI LEERTHENEETT  KRAANDOFRUNAEIILUTOEY TT,
E:HELE2BEBDEEANCTNENORBETHICHBALTHLLOWL, EFOFEBEEXZRIRTINEFRELEFT, CICKY a5HRL—2 a3 D EERAMEMEESN MADEEANBENDFEFER L-BIUEZRRTTELSLSICHYET,
F:HEEE2BEDEBANELEBICHLERERL, EDI1SO 001 DFEARLBEYI THINEZRELETT, EOFENRILBEY THINZHIET S(Z(X, 1SO 9001 DEENEHICEEL THNERERT S5 ENFARTY,

H: S EFERBRICOVTELE -, HH-EL 2 BBDEBADBITAEEBDESICLTLESL,

AEBRF BEEF—L)—F—ICE2THEICEELRFILTT AEEHAT A E T FAEANEREIC, ZFLTF—LEKDYR— P EETHRSNBZZENRIEShFTT,

BELHIZHITT S DA +RHEREETICRELZEHT S B EVWS-BIREIE, F—LDAAFTIVREEETOLRICEXZEFZRIFTAREENHY EFT REIR—DFy—ICHET S AL 2K ELRIEKEEERT S G) LV > ERRIIFET
¥, F—LIEEEEZHANTERINETT,
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Ex#TERE: 148
ROBEXETORIZ—HEIETC FNMD T 7—RAMN—FAEE AV RN—TFTAEE FHEY—F\—FT A EEZOVLWTHITHERINSINERLET,

Match each of the following statements mto the table below to show whether they apply to first-party audits, second-party audits or third-party audits: i

| S

First-party audits Second-party audits Third-party audits

o comnplete the table click on the blank section you want to complete so it is highfighted in red and then click orr the statements below. Alternatively you may drag and drop each of the statements to the appropriate space.

The audit scope is typically determined by the The outcome of the audit is typically certification to a | The audit scope is typically confined to service/product
| provision capability.

organisation being audited, recogmised standard,

Answer:
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Match each of the following statements into the table below to show whether they apply to first-party audits, second-party audits or third-party aud

First-party audits Second-party audits

T T i T -

The audit scope is typicallv determined by the The audit scope is Wmi'f cnnﬁrmd to service/ F"Od’-ﬂ

- - | S - ﬂ*

organisation being audited.

—-gale—-q.llr-—-ﬂ—
The audit scope is typically determined by the | The nutcwne of 'Ejg au:!l.";is t&mﬂh certification to a
1%

s 4 recdgmsed'itandld

Explanation:

First-party audits Third-party audits

The audit scope is typically determined by the

3 — (g{ﬂﬁan being audited.
PECE

T—I
=1
T7—R M S—F L EE
—EEE
E=EHEE
ERHHIEE BEERREGLIMEBICL>TRESAET,
=4
(AYAY-4
(AYAY-4
BEBEOHRIIBE QR INEEICHT IR ELYVET,
(AYAY-4
(AYAY-4
[F0y
EEOHBEILEE Y—ERX/HADORBENIIBRESNET,
(AYAV-4
=4
(AYAV-4
BRT— AV FOBEGHRBARRODELEY TY,
EEGEIIRE BEBEZIZTHAHMBICL >TRESNET, CORRE, ABEELLFENIFE—EERICERASIATET  F—EBEECE HBIELOTOLREEFHEEEL HEMLTELZHALFTFT I MBI Bo0=—XLBMIZEDVTESR
HEZRETEFET2, CORBIE BENY T SANV—4EBTIFE_EEE, FHIEMIEEAI M B Z2EET I 2FE=FEBICITERAINFEA, CNODGEE EBHBEIXZTN TNERE F - (ERMHEICE > TRESNFET 34,

The outcome of the audit is typically certification to a
recognised standard.




EEDOHRRITERE, BERBADRETY, CORERET L L-HENEBZEEERL ISO0LZENHENREDEHEZH LTSI LZHEREL BEENRM L -BESICHGIIAEZRITIAE=FREEITERSINF T34, CoiEkE, BEEKEREN
REITIRAL BEREF R TSAV—DERRBELLIE—BHEBF-EE_FEECITEREINEEA13,

ERHEHIIERE, Y- EX RHARRHENIIRESNFET, CORRE BEENY TSI/ V—2EEBL Y—EXFLRERZORE MR N T+—IVRGE ZNTHRESA-EGHZRBEL TSI LERERT I LAY FR—T A EBITEREINET

34, BEHETEE BAENBALZH OV —ERAFEEHAOKENAEICERZHETTVETS, COERE BEEHEAAL YL REEEVATLAERFLIRBOBEREZIN—FT 57 7— A MN—T 1 BEEFEFY—F\—T 1 EEICITERA
SnFEtEA14,

ExHfERE: 149

You are carrying out an audit at an organisation seeking certification to ISO 9001 for the first time. The organisation offers regulatory consultancy services to manufacturers of cosmetics. The business operates from ten regional offices.

You are nearing the end of the audit and need to decide if sufficient evidence of top management leadership and commitment with respect to the quality management system has been gathered.

Which four of the following would demonstrate top management leadership and commitment with respect to the quality management system?

A. Approving company car budgets for the fiscal year

B. Briefing staff on the development of an improvement culture

C. Chairing management review meetings

D. Conducting staff disciplinary meetings

E. Investing time and money in corrective actions arising from nonconformities

F. Not attending audit closing meeting

G. Promoting the importance of following procedures

Answer: B,C.E,G (A —vyt—TU %5%7T)

To demonstrate top management's leadership and commitment with respect to the quality management system, the following four actions would be indicative:

B: Briefing staff on the development of an improvement culture: This shows that top management is actively involved in promoting a culture of continuous improvement, which is a key aspect of the quality management system1.

C: Chairing management review meetings: By leading these meetings, top management demonstrates their involvement in the quality management system's ongoing performance and commitment to its continual improvement1.

E: Investing time and money in corrective actions arising from nonconformities: This indicates that top management is committed to addressing issues and ensuring that the quality management system is effective and continually improving1.
G: Promoting the importance of following procedures: When top management emphasizes the importance of adherence to procedures, it reinforces the significance of the quality management system and its processes1.

These actions align with the requirements of ISO 9001:2015, which emphasizes the need for top management to take accountability for the effectiveness of the quality management system and to promote a focus on continual improvement and customer
satisfaction123. Approving company car budgets, conducting disciplinary meetings, and not attending the audit closing meeting do not directly demonstrate leadership and commitment to the quality management system1.

B 150
For a third-party, match the Activity with the Responsibility for conducting it.
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For a third-party audit, match the Act

 Activity Responsibll '
wwmm
Award certfication 5 ' o

Recommend certification

Maintain certification

To complata the table, cfick on mmmmuwﬂmmmsammmhwmwmm:ué&»mmmﬂmmw drag and drop the option{s) to the appropriate blank saction.

D

m:redftamnaod-.r] [Cu‘hﬂ:atmﬂ-ody! [Mnt'lum T

Answer:
For a third-party audit, match the Activity with the Responsibility for conducting it,
Activity Responsibility
. fre e . |
Approve Certification Body I Accreditation Body A
Award centification [_ " Certfication Body |
o o el
Recommend certification l [Aur:lit Team Leader }
Maintain certification I [Mditee organisation JI

To complete the table, ciick on the biank section you want to complete so it is highlighted in red and then cfick on the applicable text from the option(s) below. Aftematively, drag and drop the option(’s) to the appropriate blank section.

ﬁha:rednahun Body ;] Certification Body | | Audit Team Leader| | Auditee organisation! |

|
-

Explanation:



LV

Activity | Responsibility
Approve Certification Body Accréditation Body
RwardiertifiSation Certification Body
Recommend certification Audit Team Leader
Maintain certification Auditee organisation

* Approve Certification Body: Accreditation Body
* Award certification: Certification Body
* Recommend certification: Audit Team Leader
* Maintain certification:
Comprehensive Detailed Explanation
In the context of a third-party ISO 9001 audit, different entities play specific roles in the certification process.
Here's a detailed explanation of the responsibilities:

uhnH%F'aEIO)ﬂuh R TEAEAR AR FRAIMED AR EIE L LFE T, R, FRAIEEDEENEFTFML IR AV MR TLDEER J VR Z IR T SHEDRELTEDISONEC 17021 EDERBRIEZR/I- LTSI L EMHRT HMILLT:
WETY, RENZH LT FREMBE L, FREIHEREANISO 001EEZXEREL EEAA FS A4 VI ->TRIAEZFET I8N DL L EHRELET,

n..nl'twix's} nLnE%BEIuLnE%Bﬁ HREEANISO 00 1IREE B L TS I L # MR LI, MR ZM ST AHETY, RIHEAIL BEEFLEIEEF—LZELTEEREZEREL EEHRICE DO T MABHISO001ICEML TS LETTR
BEFRITLET,
*ERRLODHERE BB — L) —EEF—L)—HF—E BEEZFEL RARBEICHRELZTSERZEVET, COHEL EEHR (EBISO00MDERSBEZH L TLSEINEI N, FLEREHRENMVDELLTBESHEENHEINE S ICEINT
ThONFET  RIEORBREF BEEF—L)—F—TIF AL BREBEANITLET,

* ERELHEYS - SREIAMSRASRAIAME R (X MEEAYISO Q001 DERFBIEZMGMICET L TS L EZRIATH-ODMBEMNLETO R EZH/LET, RAHBIEIEHNLEY—RA S BEE - fEDZEEREL GEICE->TIEIBRIAEE (BHEBFEIL)EE
BELET, COMBEHEE=F) UTICLY REAEZHEBERBICOEZ > TREIAR DAV MNEEZETFTLRITHSIENRIESNFET,
COWERTIL, ISO 9001 BT O RIZHITHREMED, RAHE,. EEF—LOEESNRENIESOWTETZHEICEIVETET,

HTEIRE: 151

HBIEEDLSIITL THMEEREDER ML ATHZHERTELTLLIN?

A RBEETOELRIBE LYy TORKRENEET S LT

B. QMSICE:&EYT 5 ERA LD EE ZH-GVHNSBEESEZEdRM TS &ITKY

C. N BEEEMBEFXHICE=FICT IO MY —20T9F5H2 LT

Answer: (fAZE%RTd 5)

SIRMM DEEM A EREA:1ISO 19011:2018 KIES.1 (ANFEMIZK B &:

*AMEEAL MEERZETS-O EEEXZEEBZEELTEGYFREA,
*HATREENMRIZNTWLARY 7o rY—0T CORBESHY FEA,
LI=M>T BMIERETY,
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EHfERE: 152

SREI#RAABC-CERTOFE#THSa0H L2 > —ABCIE, HH MBI L I1ISO9001ZHEIKQMSOBAICET 209N T4 oI H—ERERELEL, CNERFEFZX ABC-CERTIX, aVH LAV —ABCOHA LAV YILT 4 VY —EREZ
(TH=#8Cxt L TR —ERFRETEETITM?

A TV RIE2 FENMEBLEZRICEYET,

B. [ZLy WHEEMD, Consultancy ABC [CE B UFTIDH—ERADNEEZEADHIMICHEEZEZ L NE NS ZNIZEL T HH5REAIRETT,
C. L\VR  ABC-CERT [FHIEHEMER 4510, ZTDOMBICERM Y —ERERBETEHIILEIHFAINTUVELRA,

Answer: C (A —vt— U %7&9)

’E%E’]b\ﬁﬁi‘f*ﬂiﬁéﬂﬁﬂ ;
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FESE:

ISO/IEC 17021-1:2015_5k185.2.5 - N FHE 4

REIMERIE, O YL T o Y—EXRZRELI-EBERIEL TEHRY FHA,

ISO/IEC 17021-1:2015_ §5185.2.6:

MDD FEiIE MBEHRZHLET EE-OIZaVHILT o VT H—ERZRBELTIELY FHA,

EBNCHEDIEHETIMN?

AVHILT A VT ERBLIZRICIVSAT Y VBT 5 EFBEMRNEL ISO/NEC 170211 ITER LET,

2015£ﬁ0)/\1|:1$0))b—)b

FREL#ES (ABC-CERT) & a v HILT « 45 =%t (Consultancy ABC) (I EMRBTH A= FEMELMIME#IFT S5 EEFRAEETT,
AT 3 UHAEESTWADIEXLEETTM?

A (2 FE/IFED)#I1SO (XBERERZEEE L TULWEEA, BEXBERELE T TEELAFHETT,

B (BHIMEMRT 5-HDENE~DERL)# FIBHERITIZNTIIBRTELRVNO HMIENROENET,

S
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Ex#fERE: 153

You are an auditor from a construction organisation who is conducting a second party audit to ISO 9001 at a steel rolling mill producing structural steelwork. When auditing the rolling process, you find that the operator who is unloading the furnace does not
use the adjacent infrared pyrometer to measure the appropriate product temperature in readiness for the next production stage.

You: "How do you tell when the billet is ready for the rolling stage?"

Operator: "I've done this job for 20 years. | can tell by the bright red colour." You: "What happens if the colour is wrong?" Operator: "The billet goes back into the furnace." You: "Is the pyrometer ever used?" Operator: "Only in borderline cases." You
continue to interview the operator and find that around 25% of the billets are sent back to the furnace.

This includes 80% of the borderline cases.

Select three options that would provide evidence of conformance with clause 9.1.1 of ISO 9001.

A. Periodic analysis of the results of temperature checks.

B. Certification of conformance to national standards from the manufacture of the pyrometer.

C. An increase in the use of the pyrometer by operators.
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D. Maintenance plan for the furnace.

E. A procedure that provides instruction in taking billet temperature.

F. Planning for monitoring and measuring the billet temperature.

G. A quality objective to achieve lower recycle rates for billets.

H. Annual review records for furnace operators.

Answer: AEF (A —vyt—T%5%Y)

ISO 9001:2015M9. 1. 1IRIZ KN (E BT, AN GCHRZHRT 2-OIC  BERHESVATEOHMRELGLIFE BER AT, 7MELUVFEDOAE (R 558  TLTERABLIVATEZVWOERT INERET S ENROLNTINEY, F- MBI,
BROMNE L TEYGXELSNEERERET S EN/ROLNTVET,

LizA>T ZOIFIATIE MBEEFELY FREEDEREAMELZHBELTHE(RETLE, ChE ERETOAELRDREBICE>TEELRERENLGTY, £ MBI, —EMEERMEZHRAT H-OIC SRFAFLEZTOMOBEGAZEZANTE
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SE Xk
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EHfEIRE: 154

Whistlekleen is a national dry cleaning and laundry company with 50 shops. You are conducting a surveillance audit of the Head Office and are sampling customer complaints. You find that 80% of complaints originate from five shops in the same region.
Most of these complaints relate to damage to customer laundry. The Quality Manager tells you that these are the oldest shops in the company. The cleaning equipment needs replacing but the company cannot afford it at the moment. You learn that the
shop managers were told to dismiss most of the claims on the basis of the poor quality of the laundered materials.

On raising the matter with senior management, you are told that there are plans to replace the equipment in these shops over the next five years.

You raised & nonconforril 3g2in§BcladSe 5.5.1 of 159001, Sagg t[’i,v-n#d:’-'ﬁef best complete the sentence!

“The eruled to cn:m_;hn_iﬁwyera:-grﬁ-n-c-;uded for n five shops. The

(=

wsed was not capable of produgng the required senvice.”

To compiete the sentence chck on tha blank section you want to compiete 5ot is Rightighted inred and then cick on the applicable taxt from the
oprions balow, Aternatively, drag and diop the options to the povapriate blank saciian,

. = 3 = : : :
| quality system | efficiently | people | equipment | faaility

I customers | manages | consistently | Organisation | normaky

Answer:
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LR £ DEST Complete e senfande
; P =
laundry o9 ided for | antomers | e five shaps, The
4 v 1 nroduring the required sanvice.”

b = | —_—
To complete the senfence chck on the biank section you want fo compiete so s highliohfediin rad and than otk ofithe applicable fext from the
ootions below. Aternatwely, drag and drop the apbons fo the aponopnare Blant Secion.

P S— = W s = e
— -r- X

[7 procedure | J quality system f r- efficently | h people | [I- cquipment || | faclity | |
R E— — . —_—— E—© ' e e o N S ———

R — e T — S —_—_— — o —— RS SS L= |
SEIVICES | J- customers ! Manager ! I]- ty I 1_ organesation | normally I
NN S — — = s o = LN _B_NE_5 R S ———

Explanation:

The quality system failed to control the laundry services provided for customers in five shops.
The equipment used was not capable of consistently producing the required service.

E#HfERE: 155

You are carrying out an audit at a single-site organisation seeking certification to ISO 9001 for the first time.

The organisation manufactures

cosmetics for major retailers.

You are interviewing the Manufacturing Manager (MM).

You: "l would like to begin by looking at the cleaning controls."

MM: "We record the cleaning of the equipment at the end of every batch. This document details the minimum cleaning frequency and the procedures to follow for all areas and each item of equipment. The person who carries out the cleaning puts their
initial on the document and records the time and date alongside." Narrative: You sample production records over 3-days and note down evidence of nhonconformity as per the table below.

Production line to Number of cleaning
be cleaned records

Line 1 6
Line 2 8

Line.1 7
Line 2 e
Line 1




You decide to raise a nonconformity. == \

Nonconformity re
IS0 9001 Clause Number: -
Nature of problem:
IS0 9001 reguirement that has not been fulfilled:
Evidence: 40 cleaning records are available for 63 batches.

To complete the nonconformity report click on the blank section vou want to complete so it is highlighted in ck on the applicable
text from the oplions below. Alternatively, you may drag and drop the cptions to the appropriate
‘mi

ng and sanitising are not always
completed by trained staff.

IS0 9001 - "The organization shall w a2nd sanitising not always cﬂmp!eted.]

implement production provision under
controlled conditions.”

IS0 9001 - "The organizati IS0 9001 - "The organization shall [ a7
the outputs during production provision to implement planned arangements, at
the extent necessary to ensure conformity to appropriate stages, to verify that the product
reguirements.” requirements have been met.”
Cleaning and sanitising records are not 6.2.1

available for every batch.

Answer:



You decide to raise a noncontormity. — =
Honmnformthr repurt | 3
R5d4 =

150 9001 Clause Number: 1 ¢ i
7  Cleaning and sanitising records arenot =~ = 7|
Nature of problem: I e |
- = IS0 9001 - "The organization shall = _—=__
150 9001 requirement that has not been fulfilled: implement production provision under. |
v controlied conditions? .
Evidence: 40 dleal. _ s -

To complete the nonconformity report click on the biank section you want to complete s gm@ﬂmﬂedmredmdmen dlick on the applicable
taxt from the opbions below. Altematively, you may drag and drop the aptions to the .ﬁpmpmte Blank section.

— . —

IS0 9001 - “The arganization shall ;l 8.5.4 b } Clr_anlng and sanitising not always cm‘npletndj
implement production provisionunder | . . ' »
ontrolled conditions.”
£ g s ﬁhaManEf sarﬂ'dsmg are not always
cﬂnnleted by trained staff,

IS0 9001 - "The organization shall 1 B7 l

implement planned arrangements, at
appropriate stages, to verify that the product

IS0 9001 - “The organization shall pr@gém
the outputs during pmductiun"ﬁwtsﬁito
the extent necessary to ensure cunl'ermrw‘ﬁu

requirements.”

requirements have been met.”

Nonconformity report

1S0 9001 Clause Number: B.5.4

Nature of problem: Cleani n@ records
batch.

91]1]1 - "The organization shall implement production
grovision under controlled conditions.”

150 9001 requirement that has not been

Evidence: e 40 cleaning records are available for 63 batches.

To complete the nonconformity regort click on the blank section you want to complete so it is highlighted in red and then click of
text from the options below. Alternatively, you may drag and drop the options to the appropriate blank section.

EX#TMEE: 156
EMRA—D—ITRE A HIILT 0T Y—EXZRET BB TISO9001 HEEZEMEL TLET,

BEE~NDORGIY—ERRBZIELT IRGENROF—LEEET LTIV AL T4 LY 42— (TD) ICEHELET,



Bt BREIEGICET ARBNF—LOBAZEDISITHELTVWEIN? | TD : BHATILE A ATERAL TV 22 0RFHEMARI EMARATREORBEREF >STVLET ) HE BoDRFEBNHIEDL S ITHFESATHEIN? )
TD: EoFERITIBLEVARZFE OMENGEAMTY , ) H4f-  BHIE BoNRFORMEHICET LI EREZHIFTZDALI ENXIICXELTLEIN? ) TD: ENIFESITEETLET, )

) UELIUE LU 1o J FIAFUTIFUTITHLY.

Nonconformity report

S0 9001 Clause Number:

dature of problem:

'S0 9001 requirement that has not been fulfilled:

2 complete the nonconformity report click on the blank section vou want to complete so it is highlighted.i
om the options below. Alternatively, drag and drop the options to the appropriate blank sectio

i

i the applicable text

{SEHON hasiibt determined

neces nce i aula
Experts with respect to relevant regulatory
requirements.

IS0 9001 - "The organization shall ensure

that persons are competent on the basis of
approprizte education, training, or experience.”

7.1.2 ] The business has not maintzined its
organisational knowledge.

7.1.6 J

IS0 9001 - "The organization shall determine
and provide the persons necessary for the
effective implementation of its quality
management system.”

IS0 9001 - "The organization shall determine
the knowledge necessary for the operation of
its processes and to achieve conformity of
products and services.”

Answer:

7.2




You decide to raise a nonconformity.

Nonconformity report
150 9001 Clause Number: I The organisation has not determined the |
: AN P
Nature of problem: I ISO 9001 - "The organization shall determine |
IS0 9001 requirement that has not been fulfilled: | S PEUCTE poross DEeT e e I
effactive implementation of its quality R | |

management system.”

To complete the nonconformity report dlick on the blank section yo
from the options below. Alternatively, drag and drop the options to the appropriate blank section.

The organisation has not determined the | The organisation has not ensured that persons IS0 9001 - "The organization shall ensure
| necessary competence of the Regulatory | 4 duim.wﬁi;‘imdﬂ;'mg-ﬁanﬁsétiun's control are that persons are competent on the basis of
Experts with respect to relevant regulatory aware of relevant quality objectives. appropriate education, training, or experience.”
requirements. B ' > : : .

The business has not maintained its
organisational knowledge,

150 9001 - "The organization shall determine
and provide the persons necessary for the
effective implementation of its quality
management system.”

Explanation:
A screenshot of a computer Description automatically generated

iEalga not determined the necessary

ﬁlegmamw Experts with respect to relevant
regulatory requirements,

Nature of problem:

9001 - "The organization shall determine and provide
the persons necessary for the effective implementation of its
quality management system.”

ISO 9001 requirement that has not hee

HTEE: 157
Which one of the following options is the definition of the context of an organisation?



A. Combination of internal and external issues that can have an effect on an organisation's approach to developing and achieving its objectives.
B. Comparison of internal and external issues that can have an effect on an organisation's desire to achieve its objectives.
C. Complexity of internal and external issues that can have an effect on an organisation's approach to developing and achieving its purpose.
D. Coordination of internal and external issues that can have a positive or negative effect on an organisation's success.
Answer: A (A —vyt—T%EY)
Understanding "Context of the Organization":
The term "context of the organization" is defined in ISO 9001:2015 Clause 4.1, which states:
"The organization shall determine external and internal issues that are relevant to its purpose and its strategic direction and that affect its ability to achieve the intended result(s) of its quality management system.
The definition emphasizes identifying both internal and external issues that influence the organization's approach to developing and achieving its objectives.
Option Analysis:
* Option A:Correct. This option aligns with the standard definition as it explicitly mentions the combination of internal and external issues that affect the organization's approach to achieving its objectives, which is the essence of Clause 4.1.
* Option B:Incorrect. The term "comparison of internal and external issues" does not reflect the 1ISO
9001 requirements. The standard does not require a comparison but rather an understanding of these issues.
* Option C:Incorrect. Although it mentions "complexity," the focus of ISO 9001:2015 is on identifying relevant issues rather than the complexity of those issues.
* Option D:Incorrect. This option mentions "coordination" and focuses only on the positive or negative effects. ISO 9001 requires identifying issues but does not emphasize coordination.
Clause Reference and Relevance:
ISO 9001:2015Cl&, I ER E NBERNRE TR AV PR TLOANEICEEEZEZ SFREUNH A= HBTECOKRREZEBT LI EARDONTVET, CORREERE T LI LIE UTORTHRILET,
YR EERA~DORIG (B.11H),
*QMS ZHB OB ARMEICEHE 5,
A HVIE L LVEEH:
RERERE ENTREEDHRAEHLE IFFE 41 OAREZRATHEY  MHBORRZERICERELTLET,

EHTfEIRE: 158

Scenario 6: Davis Clinic (DC) is an American medical center focused on integrated health care. Since its establishment DC was committed to providing qualitative services for its clients, which is the reason why the company decided to implement a quality
management system (QMS) based on ISO 9001. After a year of having an active QMS in place, DC applied for a certification audit.

A team of five auditors, from a well-known certification body, was selected to conduct the audit. Eva was appointed as the audit team leader. After three days of auditing, the team gathered to review and examine their findings. They also discussed the
audit findings with DC's top management and then drafted the audit conclusions.

In the closing meeting, which was held between the audit team and the top management of DC. Eva presented two nonconformities that were detected during the audit. Eva stated that the company did not retain documented information regarding its
outsourced services for an analysis laboratory and regarding the conducted management reviews. During the closing meeting, the audit team required from DCs top management to come up with corrective action plans within two weeks. Although the top
management did not agree with the audit findings, the audit team insisted that the auditee must submit corrective actions within the given time frame in order for the audit activities to continue.

Once the action plans were evaluated, the audit team began preparing the audit report. Eva required from the team to provide accurate descriptions of the audit findings and the audit conclusions. The report was then distributed to all the interested parties
involved in the audit, including the certification body Based on the report, the certification body together with Eva, as the audit team leader, made the certification decision.

Based on the scenario above, answer the following question:

DT VAT BEMAEERRICRAB LGN IZEMDDOLT BEEF—LNEEREEDERERBLIEZCEZRLTVET, CNIFHFERETELTLLEOIN?

A LWV EERESR EEREIRREEBETERSNAHNI/ERSINENETLS,

B. WA BHRRBPIC. EEF—LIEERREICEEFERSLUVERBRLITOLETOEXIIDOVWTEMT HILENHY F LT,

C. I\ BEEAEERBRICAZLAGN >LIZEMIboT BEEF—LREERESOEREZRAEB LETAEGYFLEATLL,

Answer: (fRZE % RTT 5)

TIERIM DEFMZTEREA: 1ISO 19011:2018 §£186.4.11 (RIERREIT K D &
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FEEMRENRAERRICARLEVGAETYL BEEF—LREERELR—FZEDBTNELGYFEA,
"EROMEEAH - THEERBREIEMICGY EFEA,

XEENREFIERCERZHLITAENZELFTIN, ChEEEREZEDRBRICUEINET,
LT BEEF—LRBREBORMCEMADDOLTEEREEEEDDS - ETELLITHLLE,

= HTEIRE: 159

EEANDHEMERDAIICERFG L TCRETIIRENHAXEEFRD 2 DD ENTIT M,

A BEELKR—F

B. E&:E

C. Flg

D.Fzxwv P URKL/TRUTL

E.VRI9TF)YOR

F.SAEHR

Answer: (A %RTd 5)

ISO 19011:2018M6.3EHIC L b & BEEFEL (T EEDOERICEATIAEOER L LHINETY  BEEFEICE EEOBMN HE EE R 7Va—)L F—L AE BESLHE AEORETET-EREEHILENHY T, BEEIL, REE
DRINZVER ET L . BEEF—LEFERBICGESNDILENHY FT1,

ISO 19011:2018M6.4.3MHICL D& F v I VR M/ TAVT FEF BEBRICAN—FTILENHLIEMFELEIFE VI ZIELELXETY , Fz v I VR M TAOVT ML EBEADNEERECEHET 2IFHMEZINE BRIIL  EEO—EMH L MAEEE
HRTHDITHRILET,

Fryv I VRAMTAVT I AoYA FEBDORIICERBLTRTIALENHY BEBEHEEEETOHEEBMICEIKBENHY FI1,

LEA->T BEEANRMEEDORNIICER TETIABENHD2DOOXER EEDHE L RFICFAIRGBEDTY, TOMODBRRIFELL HY FEA, ChoFRMEBERICERBELEIZTTEINEIN RAETERIA TGNV HTT,
ABEEREE  BEHEEL EEORXE B HENM DRGSR ERMIIXETT  BEERSEICE EEOEM GE EE R GRELE EOREZFICRHL-FHRZEOIVENHY T, BEEREEL RMEERICHER TS EE
KiEE L EEXNREICEMT ILENHY FT,

*C.FIE : FIR (X, FEHOEEAEERETIXETYT, FIBE MHBOIRCAV P RTLO—HTHLIBEIEETEED—HE LY RIIMBFIERHBEOERFEO—HTHIBESEIEETOT I LO—MEGEYFET, FIEIL, REEDOH
[CEEEMERFELEFTTIADOTEHLEL BEEPICEETAICL>TLEaA—FLFIETFEINET,

ELURII M) VIR NRIT M) RE EBETOTSLFLRERICRHETSIVR Y EERZTFEL  BRIBEEEZFTADITRIDY—ILTT , VRII M) ORI EETOATS LD R EREEHRELTHET 52 -DICERINLIGHE(E,
EETOJSLEBEO—HELGY BEBEVRVELEBREZBELTMMI 5-OICERSNIBEE EEBERBO—BMELRVET , VRII M) v I RE BEEADRMEEORICERFEFLZEIERSIELIOTELGL EETAT S LEEFIETERFDIBIE
TEEANCE S TERFLEFEHFIAFT,

*F. Findings: Findings are the results of the evaluation of the collected audit evidence against the audit criteria. Findings can indicate either conformity or nonconformity, as well as positive aspects or opportunities for improvement. Findings are not
prepared or completed by the auditor prior to the on-site audit, but rather generated and recorded by the auditor during the audit activities1.

References: ISO 19011:2018(en), Guidelines for auditing management systems
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