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QUESTION NO: 1

TIX &, KAREZBOBHRBS[CH—ERZRHLTVWET, B+ 1SO 9001:2015 QMS
ZEALTHY), EESERICLDPEEEZFTVET (B2
BERE), BEED, BEEF—LEF 2
DOFEEEBELEL L, RRLSBOEMRPIC, BEEF—LIEE TIX
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BICFEENTVEL L,
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BEEF—LA)—H— TCARFAR, 3
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TEFHEERE:

FCARAR, BE2BNS, ERIIRZ—D VY —DNERERBSEHRICEZEIATEN, 102
ADRYZ—D vV —REBRBREICRRBLTHIEHICEBRELEZTAERYYEBATLE, 4
EEERE:

TSk, HBBLENFESNECLZBE, BEIDVEN BDDIEDICEBRIBDESICHE
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Answer: D

QUESTION NO: 2
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F7UT—Ya A ERENTVBCELANERLE,
RICRENTUBEHY CEBTMERELEL 1, 1SO 9001 £E8.3
oznﬁl*ﬁc? %ﬁgﬁm t _ﬁé ﬁ i 3- ° IS0 9001 Clause 8.3 extract

Half of all new products launched in the past 12 months were late. The Product Development
Manager explains he has not got enough people on his team to cope with the demand for new
products.

The Product Development Manager explains many changes are made to cosmetic formulations.
during product development cwing to retailer feedback. Only when confirmed by tha retailer is the
sgread formulation documentad on SWIFT.

The Product Development Manager explains that the customer confirms their approval to procead

with a new formulation by email. These emails are kept on SWIFT,

The Product Development Manager shows you evidence of consumer trials that are carmed out for
some new products before a full-scale launch.

The Product Development Manager explains that an approved external laboratory is used to perform
shelf-life stability trials on some formulations dunng product development

To complete the table ciick on the blank section you want to complete so it is tighlighted in red and then dick on the 1O 9001 dause 8.3 extracts iisted befow, Altesnatively, drag and diop eath dause to the audit evidence that applies.

"8.3.5 ... retain documented information ...” | “8.3.2 &) ... external ... resource needs for the design i | "8.3.2€) ...internal ... resource needs for the design "8.3.4 d) ... conducted to ensure that the resulting

and development of products .. | and development of products _." . products and services meet the requirements ..

"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. The Product Developmenf
8.3.2 ) ... Internal ... resource needs for the design
Manager explains he has not got enough people on his team to cope with the demand for ne

and development of products ...”
products.

The Product Development Manager explains many changes are made to cesmetic formulations
wing to retailer feedback. Only when confirmed by the retailer is the | “8.1.5 ... retain documented information ‘
ed on SWIFT.

The Product Development Manager explains that the customer confirms their approval to proceed

with & new formulation by email. These emails are kept on SWIET 8.3.6 ... retain documented information .. ‘

The Product Development Manager shows you evidence of consumer trials that are carmied oL "8.3.4 d) ... conducted to ensure that the resulting
some new products before a full-scale launch. products and services meet the requirements "

The Product Development Manager explains that an approved external laboratory is used to | “3.32 @) ... external ... resource needs fox the design

shelf-life stability trials on some formulations during product development R s e

To complete the table click on the blank section you want o complete so 1 is highfighted in red and then dick on the IS0 9001 dause 8.3 extracts listed befow. ARematvely, drag and drop each dause (v the audit evidence that applies.

"8.3.4 d) ... conducted to ensure that the resulting
| products and services meet the requirements ..."

1
]
1

I
18.3.5 ... retain documented information ...” |l | vg32 €) ... external ... resource needs for the design Ii | T8.3.2e)..intemal ... resource needs for the design
""""""""""""" L and development of products .." )i and development of products ..

________________

Explanation:

Audit Evidence and Applicable ISO 9001:2015 Clause 8.3 Extracts

* Half of all new products launched in the past 12 months were late. The Product
Development Manager explains he has not got enough people on his team to cope with the
demand for new products.# ISO 9001 Clause 8.3.2 e) - "...internal resource needs for the
design and development of products and services..."

* The Product Development Manager explains many changes are made to cosmetic
formulations during product development owing to retailer feedback. Only when confirmed by
the retailer is the agreed formulation documented on SWIFT.# ISO 9001 Clause 8.3.5 -
"...retain documented information on design and development changes..."

* The Product Development Manager explains that the customer confirms their approval to
proceed with a new formulation by email. These emails are kept on SWIFT.# ISO 9001
Clause

8.3.6 - "...retain documented information on design and development outputs..."

* The Product Development Manager shows you evidence of consumer trials that are carried
out for some new products before a full-scale launch.# 1ISO 9001 Clause 8.3.4 d) -
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"...conducted to ensure that the resulting products and services meet the requirements..."

* The Product Development Manager explains that an approved external laboratory is used
to perform shelf-life stability trials on some formulations during product development.# ISO
9001 Clause 8.3.2 e) - "...external resource needs for the design and development of
products and services..." ISO 9001:2015 Clause 8.3 (Design and development of products
and services) requires organisations to plan, control, review, verify, validate, and document
design and development activities to ensure products meet requirements.

Explanation of clause alignment:

* Clause 8.3.2 e) requires the organisation to determine both internal and external resource
needs.

Lack of personnel causing late launches directly evidences internal resource shortfalls, while
the use of an external laboratory demonstrates control of external resources.

* Clause 8.3.5 requires organisations to control design and development changes and retain
documented information describing those changes, which is demonstrated by controlled
updates in SWIFT following retailer confirmation.

* Clause 8.3.6 requires retention of documented information on design and development
outputs, including customer approvals, which are evidenced by stored emails in SWIFT.

* Clause 8.3.4 d) requires design and development activities such as verification and
validation, ensuring outputs meet requirements. Consumer trials prior to launch clearly meet
this requirement.

ISO-aligned conclusion:

The evidence provided demonstrates structured control of product design and development,
including planning, resourcing, change management, validation, and retention of documented
information, all mapped directly to ISO 9001:2015 Clause 8.3 requirements.

QUESTION NO: 3

ISO
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Th, FRAETATVRAZRAETRLEHIC, UTOEFRIMFOSEENZIDEALETH

GBI EETANEEREERET DI LAEERIULET,

SEBY) REEEATAOHEEZEDRSICARELEAZHILET,
ARBANBELVHNBOBEZEDRSICNEBILTIHZHIUALET,

AN LTHNBOBEICEITIEREENISICLELI—TBIHZEZRIULET,
GEABAERLULENL—FT— ORI ZEDORS IZHIHITAIL ZRILILET,
FAHABINL—ZVVRRERETOREBICHETEIZDHEZRILET,

G.BABN THREEONL —FT—DREELEHM TR FEZERILET,

H BN NL—Z2U L—LDOBEZEDRSICIEETRDHA ZRIULET,

Answer: ACD

Explanation:

ISO 9001:2015 requires organisations to determine external and internal issues relevant to
their purpose and strategic direction and to use this understanding to support planning and
achievement of intended QMS results.

The key requirement is Clause 4.1 - Understanding the organisation and its context,
supported by Clause

4.2 - Understanding the needs and expectations of interested parties.

Explanation of the correct audit trails:

A). Establish how the organisation determines its relevant interested parties Clause 4.2
requires the organisation to determine interested parties that are relevant to the QMS and
their requirements. Understanding interested parties is essential to identifying external and
internal issues that influence strategic direction and QMS outcomes.

C). Establish how the organisation documents its external and internal issues Clause 4.1
requires the organisation to determine relevant external and internal issues. While
documented information is not explicitly mandated, auditors must verify how these issues are
identified and captured to demonstrate systematic application and use in planning.

D). Establish how the organisation reviews information about external and internal issues
Clause 4.1 also requires the organisation to monitor and review information relating to
external and internal issues. This audit trail confirms that context analysis is not static and is
actively used to support QMS planning and intended results.

Explanation of why the other options are not selected:

* B: Determining scope (Clause 4.3) uses context as an input, but does not itself demonstrate
how issues are determined and used.

* E and G: Trainer competence relates to Clause 7.2, not to determination and use of
organisational context.

* F: Maintaining training products relates to operational control, not context analysis.

* H: Training room structure is an operational detail unrelated to external and internal issues.
ISO-aligned conclusion:

To explore how external and internal issues are determined and used to achieve intended
QMS results, the auditor must follow audit trails that confirm:

* |dentification of relevant interested parties,

* Determination and capture of issues affecting the organisation, and

* Ongoing review of those issues to support planning and performance.

mooOwD>».o
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QUESTION NO: 4
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FALIOR—NEEBD)!)— ZE% ILEERBALET, TARTERENLEMERZTES
CERBEAEBVEYD, BEICEFBHNENELBATLE, & 7IF ISO 9001 MDA 8.6
ICH LU TTFEEZRELE T,

BRELET, BEEF—L

)—F—3FEEOHKHREZRTL., LEOFTESICODOVWTIERLET, MENX—I ¥ —i&,
J7OIO0RMNDKOTAR

LR—KRZEBRLET. CcOLAR—KTR, FERTUBELBHILNZY VMR REATSHY,
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DREIZROET,
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A RFIXRNEZBRBEITICRENZ—Vr—0ERZZFANET,

B. RtE BRI EE7 AO—T VY TERETHIEEIND LZRERBICBALET,
CEBAZRELULLEBA (HEBLE)IC, ESTRELLESHAZRNTESVET,

D. FEHENBEN VBRI ATLAEEDIHMNUTHEEEZRLET,
EEERENENEZZ(TAND CEZIERL., THEZMHIZLET,

F.
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HTLET,

Answer: B D

QUESTION NO: 5
AT 1EBCEBEEDSSVORENIDDLYETH?
A HEBRFRBD20%
% EBERBEN30%
REBERBN40%
Answer. B
Explanation:
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.
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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)

QUESTION NO: 6

(1ISO9001 NE—HEENHMNEERTR A7 I E 1 DBERLTILKEZL, )
AAB7ONAA—DER AT LZRIALTS
B.ARZ7ANA X —DEER AT LZFTETS

CARTONAHAORRERETS

D.ABZ7OAONA A OO RAZFERT S

Answer: B

Explanation:

A second-party audit is typically performed by an organization (often a customer) on an
external provider (supplier) to evaluate their capability and performance-i.e., to determine
whether they can consistently meet requirements.

ISO 9001:2015 supports this purpose through its requirements for control of externally
provided processes, products and services, where the organization must evaluate and
monitor external providers:

* SO 9001 requires the organization to "determine and apply criteria for the evaluation,
selection, monitoring of performance and re-evaluation of external providers based on their
ability to provide processes or products and services in accordance with requirements." #
This aligns directly with Option B (evaluate an external provider's management system),
because evaluating a provider's system/process controls is a primary way to confirm their
ability to meet requirements.

* SO 9001 also requires analysis/evaluation of data including "the performance of external
providers

" # This reinforces that ISO 9001 expects organizations to evaluate suppliers, which is the
practical purpose of a second-party audit.

Why the other options are not correct under ISO 9001 context:

* A (certify) is not the purpose of a second-party audit; certification is done by an independent
third- party certification body, not by a customer/supplier relationship.

* C (inspect products) can be one control activity, but ISO 9001's requirement is broader-
evaluate

/monitor/re-evaluate the provider's capability and performance, not only inspect output.

* D (approve processes) may occur as a result of evaluation, but ISO 9001 explicitly
emphasizes evaluation and monitoring, making B the best definition.

QUESTION NO: 7
ROBENGEBVZAT N ATV 2EBOBRIC—HETLEERT,
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First-party Management System audit Second-party Management System audit

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

Accreditation body I ! Interested parties of an organisation | Functions of an organisation that has been audited Top management of an audited organisation :
|

All members of an audited organisation Certification body

Answer:
.
First-party Management System audit Second-party Management System audit
g T T o i e i e ora s |
All members of an audited organisation 1 Interested parties of an organisation

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

—_—————— —— - = - e ]

i - el AP T
:Funcﬁuns of an organisation that has been audited | | Top management of an audited Drganis&tinn:!

| s | |
| Accreditation body i Frntemsicd parties of an organisation |

| All members of an audited organisation f Certification body |

Explanation:

First-party Management System audit # All members of an audited organisation Second-
party Management System audit # Interested parties of an organisation According to ISO
19011:2018 (Guidelines for Auditing Management Systems) and as reinforced in ISO
9001 Lead Auditor training materials, audit types are defined as:

* First-party audit - conducted by the organization itself, or on its behalf (internal audit).# The
audit client is all members of the audited organisation, because the audit is internal, involving
all functional areas under the organization's control.

* Second-party audit - conducted by a customer or other person on behalf of a customer
(external but not by a certification body).# The audit client includes interested parties of an
organisation, such as customers who want to verify if their suppliers meet contractual or
regulatory requirements.

These definitions are directly aligned with ISO 19011:2018, Clause 3.13 - Types of audits.
Why Other Options Are Incorrect:

* Certification body / Accreditation body # These relate to third-party audits, not first or
second.

* Top management / Functions of an audited organisation # Refer to auditees or audit
participants, not the audit client itself.

References:

ISO 19011:2018 Clause 3.13 - Types of audits

ISO 9001:2015 Clause 9.2 - Internal audit

ISO Definitions for First-party, Second-party, and Third-party audits

QUESTION NO: 8

ISO-9001-Lead-Auditor-JPN exam dumps, 1SO-9001-Lead-Auditor-JPN learning materials, 1SO-9001-Lead-Auditor-JPN pr
https://testoutce.passdleader.com/PECB/ISO-9001-Lead-Auditor-JPN-exam.html



https://testoutce.pass4leader.com/PECB/ISO-9001-Lead-Auditor-JPN-exam.html

Latest ISO-9001-Lead-Auditor-JPN Exam Dumps provide you the most accurate Learning Materials - Pass4Leader

EETF—LOBXN—E&, BICEDRSBEINEZBATVIXEN BV EITH?

A EBENRENFFHITHERICETSAH
B.EEIINTDIVARAIR—AOT7O—FICET S HH.
C.EENRELDERXAMVICHETEDEHEMAR,

D. mEEEICEYT D EXZZNL

Answer: B

Explanation:

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:

ISO 19011:2018, Clause 7.2.3 - Determining Auditor Competence:

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

Reference:

ISO 19011:2018, Clause 7.2.3 - Determining Auditor Competence

ISO 9001:2015, Clause 0.3.3 - Risk-Based Thinking

QUESTION NO: 9
ISO
Q001RREEZ VB L B Y . @R EmMERTLTVWET, ABERT—IRIA—ICELT
F=FBRAOAXAVY NZHREARICEHD -, HBEFERRIC "ISO
9001FREER M L tb‘53’\)b’¢'17|'(17 rEmERmI ELTHRELTVWET,
F=FICLKDI1SO001 RANDENERNRNE NS, CORRAERAITDIDIXIRD 2
D2HDSEENTTH,
A.I1SO 9001 FRFLE, BEATLANDRENHAZRETHLEOICFEATEEXRT,
B.ISO 9001 R EMEBENEHLEBEEZSODIENTEET,
C.1SO 9001 AR MIFNFXZEBMEBD ENTEEXT,
D.1SO 9001 FHRGBBIAATREH Y EE A,
Eﬁﬁ@ﬁ%&l?&%k?%‘t#?%i?o

F.1SO 9001 BRI ZZ T -HABORBIEHEABEVWTL &5,
Answer: A D

ISO-9001-Lead-Auditor-JPN exam dumps, 1SO-9001-Lead-Auditor-JPN learning materials, 1SO-9001-Lead-Auditor-JPN pr
https://testoutce.pass4leader.com/PECB/ISO-9001-Lead-Auditor-JPN-exam.html



https://testoutce.pass4leader.com/PECB/ISO-9001-Lead-Auditor-JPN-exam.html

Latest ISO-9001-Lead-Auditor-JPN Exam Dumps provide you the most accurate Learning Materials - Pass4Leader

QUESTION NO: 10
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Answer: D

QUESTION NO: 11
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CTHEENEREZRETS

Answer: A

Explanation:

Comprehensive and Detailed In-Depth Explanation:

Discussing audit findings before the closing meeting ensures that:

The audit objectives have been met (ISO 19011:2018, Clause 6.4.10).

The auditee has an opportunity to clarify misunderstandings or provide additional evidence.

The audit team and the auditee agree on the accuracy of findings before finalizing the report.

While encouraging corrective actions (B) is beneficial, the primary purpose of discussing

findings is to ensure that the audit was conducted effectively and aligned with objectives.

Identifying responsible persons (C) is not the auditor's role.

Reference:

ISO 19011:2018, Clause 6.4.10 (Communicating Audit Findings Before the Closing Meeting)

QUESTION NO: 12

(EERICTEEZHRETSES. XDEEDOSBEED 2
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Answer: D E

Explanation:

ISO 9001:2015 requires that nonconformities be objective, evidence-based, and referenced
against defined requirements, not personal, prescriptive, or solution-driven.

When a nonconformity is raised, it must clearly show what requirement was not met and what
objective evidence demonstrates this failure.

# Why D (Audit criteria) is required
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* A nonconformity must reference the requirement that was not fulfilled (e.g., ISO 9001
clause, procedure, contract, or legal requirement).

* ISO 9001 defines nonconformity as "non-fulfilment of a requirement".

* Without audit criteria, there is no basis for declaring a nonconformity.

# Supported by:

* Clause 9.2.2 - Internal audits must determine whether the QMS conforms to requirements
* Clause 10.2.2 - Documented information shall describe the nature of the nonconformity

# Why E (Relevant audit evidence) is required

* ISO 9001 requires decisions and conclusions (including audit findings) to be based on
evidence.

* Audit evidence ensures objectivity and prevents subjective or opinion-based findings.

# Supported by:

* Clause 9.1.3 - Analysis and evaluation shall be based on data and information

* Clause 9.2.2 - Audit results must demonstrate conformity or nonconformity based on
evidence

# Why the other options are NOT correct

* A (Name of person responsible)ISO 9001 focuses on system and process failures, not
blaming individuals.

* B (Target time for corrective action)This is part of corrective action planning, not the
nonconformity statement itself (Clause 10.2).

* C (Name of technical expert)ISO 9001 does not require identifying auditors or experts in the
nonconformity statement.

* F (Action to eliminate the nonconformity)Auditors must not prescribe solutions. The auditee
determines corrective actions (Clause 10.2).

QUESTION NO: 13
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BPT, F-LOBEHLRDL S, AZYITRERNL—Z2T72%2 . XELEhZERYIER
TN, QMS & ISO 9001
NDEHZEBIZLTVBDZENTRENRE L, ABEERFTTIBETIC3
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CLOVLWR, EEREEEZENTIOREETF—L—F—DEHFETT,

Answer: A

Explanation:

Comprehensive and Detailed In-Depth Explanation:

According to ISO 19011:2018, Clause 6.4.9 (Audit Conclusions & Reporting):

One consolidated audit report should be drafted based on all team members' findings.

Each auditor does not draft separate reports (B) unless explicitly required.

Thus, A is the correct answer.

Reference:

ISO 19011:2018, Clause 6.4.9 (Audit Conclusions & Reporting)

QUESTION NO: 14
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Answer: AE

Explanation:

ISO 9001:2015 requires top management to review the quality management system at
planned intervals to ensure its continuing suitability, adequacy, effectiveness, and alignment
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with the strategic direction of the organisation. The auditor's focus, especially during a
surveillance audit covering improvement actions, must therefore be on evidence that
management review is being carried out correctly and that it results in QMS-related decisions
and changes.

Relevant ISO 9001 clauses include:

* Clause 9.3.1 - Management review (General)Top management shall review the
organisation's quality management system at planned intervals.

* Clause 9.3.3 - Management review outputsThe outputs of management review shall include
decisions and actions related to opportunities for improvement and any need for changes to
the QMS.

Explanation of the correct options:

A). The date of the most recent management review meeting

This is directly relevant because ISO 9001 requires management reviews to occur at planned
intervals. The auditor must confirm that the review has taken place and that it is current,
especially during a surveillance audit.

E). Changes made to the quality system by the new Quality Manager

This is directly linked to management review outputs and improvement actions. Since a new
Quality Manager has been appointed, the auditor must verify whether changes to the QMS
were reviewed, approved, and monitored through management review in line with Clauses
9.3.3 and 10.3.

Explanation of why the other options are not relevant:

* B: Workforce redundancies are a human resources or business decision unless they
directly affect QMS effectiveness, which is not indicated here.

* C: Increased profitability is a business outcome, not a required management review input or
output under ISO 9001.

* D: Pension scheme improvements are unrelated to QMS performance or improvement.

* F: A bonus scheme may relate to productivity, but unless it directly affects QMS objectives
or process performance reviewed in management review, it is not a required checklist item.
ISO-aligned conclusion:

For an audit focusing on improvement actions and management review, the auditor's
checklist should confirm:

* That management review has been conducted as required, and

* That QMS-related changes and improvements (especially under a new Quality Manager)
are being reviewed and controlled.

QUESTION NO: 15

RUS—EHARTAVBEORSBEEOEERIAMNTTA?

A. HEFYELHL,

B. B ATRY 2 ALHL,

C. XEBICK DR,

Answer: C

Explanation:

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.
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Clause References:

ISO 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.

Reference:

ISO 19011:2018, Clause 6.4.6 - Audit Evidence

QUESTION NO: 16
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Answer: A F

Explanation:

A first-party audit is an internal audit conducted by auditors who are employed by the
organization being audited but who have no vested interest in the audit results of the area
being audited1. The purpose of a first- party audit is to assess the conformity of the
organization's quality management system to the requirements of ISO 9001 and to identify
opportunities for improvement2. Therefore, the two auditors who would not participate in a
first-party audit are:

*A. An auditor employed by an external consultancy organization: This auditor is not
employed by the organization being audited, and therefore does not qualify as a first-party
auditor. This auditor may be hired to conduct a second-party audit (if the external consultancy
organization is a customer or supplier of the organization being audited) or a third-party audit
(if the external consultancy organization is a certification body or registrar).

*F. An auditor from a customer: This auditor is not employed by the organization being
audited, and therefore does not qualify as a first-party auditor. This auditor may be hired to
conduct a second-party audit, as a customer is an interested party that has specific
requirements for the organization being audited.

The other options are not correct, as they could participate in a first-party audit, as long as
they are employed by the organization being audited and have no vested interest in the audit
results of the area being audited:

*B. An auditor from an interested party: This auditor could be a first-party auditor, as long as
the interested party is within the organization being audited. For example, an auditor from the
finance department could audit the production department, as long as they are not involved in
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the production process or affected by its outcomes.

*C. An auditor trained in-house: This auditor could be a first-party auditor, as long as they are
employed by the organization being audited and have no vested interest in the audit results
of the area being audited. The source of the auditor's training is not relevant for determining
the type of audit, as long as the auditor is competent and qualified to perform the audit.

*D. An auditor trained in the IRCA scheme: This auditor could be a first-party auditor, as long
as they are employed by the organization being audited and have no vested interest in the
audit results of the area being audited. The IRCA scheme is a professional certification
scheme for auditors of management systems, which provides recognition of the auditor's
competence and credibility3. However, being trained in the IRCA scheme does not determine
the type of audit, as long as the auditor is competent and qualified to perform the audit.

*E. An auditor certified by IRCA: This auditor could be a first-party auditor, as long as they
are employed by the organization being audited and have no vested interest in the audit
results of the area being audited. Being certified by IRCA means that the auditor has met the
requirements of the IRCA scheme and has demonstrated their competence and credibility as
an auditor of management systems3. However, being certified by IRCA does not determine
the type of audit, as long as the auditor is competent and qualified to perform the audit.
References: First Party Audits: The 5 Steps to Success - Sync Resource Inc, ISO 9001
Auditing Practices Group, IRCA - International Register of Certificated Auditors

QUESTION NO: 17
NeZTREERIDICKREBELLEFZEBRLTSEZL,

Select the word that best completes the sentence:
"The purpose of a management system standard is to the performance of an organisation.”

To complete the sentence with the best word, 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

aption(s) to the appropriate blank section.

manage | monitor improve dictate

Answer:
.
e . 3§
Select the word that best completes the sentence:
. P | .
The purpose of a management system standard is to] imprave the performance of an organisation.
e
To complete the sentence with the best word, click on the blank section you want ta complete sa it is highlighted in red and then click on the applicatie text from the option(s) below. Alternatively, drag and drop the
aption(s) to the appropriate blank section.
|
e (T—— | r—— ey
manage - monitor | improve | dictate
P — A — — et
|
"The purpose of a management system standard is to improve the performance of an organisation.”

According to the ISO - Management system standards page, the key benefits of an effective
management system include improved operational effectiveness and efficiency, improved
risk management and protection of people and the environment, and enhanced drive for
innovation. The Integrated Use of Management System Standards (IUMSS) handbook also
states that the purpose and objectives of management system standards are to help
organizations improve their performance by specifying repeatable steps that organizations
consciously implement to achieve their goals and objectives.
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Therefore, the complete sentence is:
"The purpose of a management system standard is to improve the performance of an
organisation."

QUESTION NO: 18
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Answer: B

Explanation:
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Comprehensive and Detailed In-Depth Explanation:

One of the common misconceptions about ISO 9001 is that it only applies to manufacturing
companies producing tangible goods. However, ISO 9001:2015 is designed for all types of
organizations, including service providers such as financial, healthcare, and IT companies.
Clause 1 (Scope) clearly states that ISO 9001 is applicable to any organization, regardless of
type, size, or the products and services it provides. AL-TAX, being a financial services
company, is equally eligible for implementing a QMS under ISO 9001.

Reference:

ISO 9001:2015, Clause 1 - Scope
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Answer: CE

Explanation:

ISO 9001:2015 requires audits to be conducted in an objective and impartial manner.
Although ISO 9001 does not list specific threats to impartiality, it explicitly refers to ISO 19011
for guidance on auditing principles, including impartiality.

ISO 9001:2015, Clause 9.2.2 (NOTE) states that guidance on auditing is given in ISO 19011

According to ISO 19011:2018, one of the fundamental auditing principles is impatrtiality,
defined as the basis for the objectivity of audit conclusions. ISO 19011 identifies several
threats to impartiality, including self-interest and familiarity.

Explanation of the correct options:

C). Self-interest

ISO 19011 identifies self-interest as a primary threat to impartiality. This occurs when an
auditor has a personal, financial, or professional interest in the outcome of the audit, which
could influence audit judgement or conclusions.

Examples include financial gain, career advantage, or personal benefit linked to the audit
outcome.

E). Your spouse is working in the organisation being audited

This represents a familiarity or relationship threat. ISO 19011 highlights that close personal
relationships with the auditee can compromise, or be perceived to compromise, auditor
impartiality. Even if the auditor remains objective, the relationship creates a clear conflict of
interest.

Explanation of why the other options are not selected:

* A. Competence: Competence supports effective auditing and is not a threat to impartiality.
* B. Lack of Experience: This affects audit effectiveness, not impartiality.

* D. Consulting: Consulting can create a conflict of interest in certain contexts, but on its own
it is not necessarily an impartiality threat unless it involves consulting for the same
organisation or system being audited, which is not stated here.

* F. Expert knowledge of the process: Technical expertise improves audit effectiveness and
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does not threaten impartiality.

Summary aligned to ISO guidance:

The most likely threats to auditor impartiality are those involving personal interest or close
relationships with the auditee. Therefore, self-interest and a spouse working in the audited
organisation are the correct answers under ISO 9001-aligned auditing guidance.

QUESTION NO: 21
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Answer: C F

Explanation:

Comprehensive and Detailed In-Depth Explanation:

Once a Stage 2 certification audit has commenced, certain logistical or planning-related
elements may still be adjusted, while others are fixed by prior agreement and cannot be
changed.

# C. Audit Plan:

The audit plan is a document that outlines the scope, objectives, criteria, and logistics of the
audit. According to ISO/IEC 17021-1:2015 (the standard for bodies providing audit and
certification of management systems), clause 9.2.3.3 allows for modification of the audit plan
based on real-time conditions during the audit - such as availability of auditees or changes in
process access.

# F. Increase of Audit Duration:

Audit duration is generally determined during audit planning based on factors like employee
count, risk, complexity, etc. However, if during Stage 2 it is found that more time is needed
(e.g., due to additional processes, scope not fully covered, or significant findings), auditors
are permitted to extend the audit. This ensures full coverage of all required areas as per
ISO/IEC 17021-1 clause 9.1.4 and IAF MD 5.

# A. Agreed Language of the Audit:

This is determined and agreed upon in the contract and audit planning stages. Changing it
during Stage 2 would create communication and documentation issues, especially in multi-
site or multi-national audits.

# B. Audit Scope:

The audit scope is defined in the contract and certification agreement based on clause 4.3 of
ISO 9001:2015.

Changing it mid-audit would invalidate planning, required competencies, and potentially even
the certification basis.

# D. Agreed Standard for the Audit Criteria:

Changing the standard (e.g., from ISO 9001 to ISO 13485) is fundamentally altering the
purpose and contractual basis of the audit and is not permissible once Stage 2 has started.
# E. Audit Checklist:
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The checklist is a tool prepared by the auditor as part of audit preparation and is based on
the audit plan and standard requirements. While it may be adapted during the audit (e.g., if
new risks arise), it does not constitute a formal change like duration or scope.

Relevant References:

ISO/IEC 17021-1:2015 Clause 9.2.3.3 (Audit Plan Modification)

IAF MD 5:2019 (Duration of QMS Audits)

ISO 9001:2015 Clause 4.3 (Scope of the QMS)

ISO/IEC 17021-1:2015 Clause 9.1.4 (Audit Duration)

QUESTION NO: 22
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Answer: D

Explanation:

According to the ISO 9000:2015 quality management principles document1, risk-based
approach is not one of the seven quality management principles that ISO 9000, ISO 9001
and other related quality management standards are based on. The seven quality
management principles are:

Customer focus

Leadership

Engagement of people

Process approach

Improvement

Evidence-based decision making

Relationship management

Therefore, risk-based approach is not a quality management principle under ISO 9001:2015.
References: ISO - Quality management principles
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Answer: A

Explanation:

The purpose of a Stage 1 third-party audit is to determine an organization's readiness for
their Stage 2 Certification Audit. During the Stage 1, the auditor will review the organization's
management system documented information, evaluate the site-specific conditions, and have
discussions with personnel. The objective is to assess the alignment of the organization's
design with ISO 9001 requirements and to identify any areas of concern that could be
classified as a nonconformance during the Stage 2 Audit. The auditor will also use the Stage
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1 Audit to complete Stage 2 Audit planning, including a review of the allocation of resources
and details for the next phase of the audit. Therefore, the option that best describes the
purpose of a Stage 1 third-party audit is A, to determine the auditees understanding of ISO
9001. The other options are not correct, as they are not the main focus of a Stage 1 audit:
*B. To get to know the organization's customers: This is not the purpose of a Stage 1 audit,
as the auditor is not interested in the specific details of the organization's customers, but
rather in the organization's ability to meet customer and applicable statutory and regulatory
requirements.

*C. To learn about the organization's procurement processes: This is not the purpose of a
Stage 1 audit, as the auditor is not interested in the specific details of the organization's
procurement processes, but rather in the organization's ability to control externally provided
processes, products and services.

*D. To introduce the audit team to the client: This is not the purpose of a Stage 1 audit, as the
auditor is not there to make introductions, but rather to conduct a preliminary examination of
the organization's compliance with ISO 9001 standards.

References: What is the difference between Stage 1 and Stage 2 Audits? - ISO Update, The
ISO 9001 Audit Process Explained | ISO Explained, What is an ISO Stage 2 Audit? -
RiskOptics - Reciprocity
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Answer: B

Explanation:

Comprehensive and Detailed In-Depth Explanation:

Audit evidence includes information collected through different methods to assess
compliance with ISO 9001:

2015 requirements.

Clause References:

ISO 19011:2018, Clause 6.4.6 - Audit Evidence: Audit evidence must be objective, verifiable,
and based on facts.

ISO 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:

Verbal Evidence - Employee interviews regarding training and awareness sessions.
Documentary Evidence - Organizational charts, job descriptions, training records.
Physical Evidence - Workplace observations to assess working conditions.

Why is the Correct Answer B?

The audit team used a combination of verbal (interviews), documentary (records), and
physical (site observations) evidence.

This triangulation approach enhances audit reliability and ensures compliance verification.
Why are the Other Options Incorrect?

A (Confirmative evidence) # Not a formal audit term in ISO 9001 or ISO 19011.

C (Analytical evidence) # Incorrect, as analysis was not a primary method used.

D (Qualitative evidence only) # Incorrect because the audit involved both qualitative
(interviews) and quantitative (documents, physical) evidence.

Reference:

ISO 19011:2018, Clause 6.4.6 - Audit Evidence

ISO 9001:2015, Clause 9.1.1 - Monitoring, Measurement, Analysis, and Evaluation
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Answer: ACE

Explanation:

According to the ISO 9001 Auditing Practices Group Guidance on Improvement
Opportunities1, an improvement opportunity is a suggestion made by the auditor for the
auditee to consider that, if implemented, may enhance the performance of the QMS.
Improvement opportunities are not mandatory, but they should be based on objective
evidence and aligned with the audit criteria and objectives. Improvement opportunities should
also be realistic, feasible, and beneficial for the auditee. In this case, the evidence statements
that represent acceptable improvement opportunities in the report are A, C, and E, because
they address the potential causes and effects of the spelling errors in the print run, and
propose possible actions that may improve the quality of the products and services, and the
effectiveness of the QMS. These options are consistent with the requirements and principles
of ISO 9001, such as clause 6.1 on actions to address risks and opportunities, clause 8.1 on
operational planning and control, clause 8.5.1 on control of production and service provision,
and clause 10.2 on nonconformity and corrective action. The other options are not
appropriate improvement opportunities, because they are either irrelevant, unrealistic, or
unhelpful for the auditee. For example, option B may contradict the audit objective and
scope, option D may imply a lack of auditor competence or impatrtiality, option F may not
address the root cause of the problem, option G may not be applicable or effective, and
option H may not be feasible or justified. References: ISO 9001 Auditing Practices Group
Guidance on Improvement Opportunities, ISO 9001:2015, ISO 9001 Auditing Practices
Group Guidance on Audit Evidence
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