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Comprehensive and Detailed In-Depth Explanation:Reliability in service quality refers to the
consistent and dependable delivery of promised services.

ISO 9001:2015 emphasizes reliability through:

* Clause 8.2.1 (Customer Communication) - Ensuring clarity in service commitments.
* Clause 8.5.1 (Control of Service Provision) - Ensuring processes meet requirements
consistently.

Other options do not fully define reliability:

* Option A (Safe services) relates to safety, not reliability.

* Option B (Readiness and goodwill) relates to responsiveness, not reliability.

* Option D (Low cost) focuses on pricing, not quality.
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According to the definition in ISO 9000, a nonconformity is "non-fulfilment of a requirement".
There are three parts to a well-documented nonconformity: the audit evidence to support auditor
findings; a record of the requirement against which the nonconformity is detected; and the
statement of nonconformity1. In this case, the audit evidence is the dispatch records that show
the same batch number of the product being delivered by two different trucks at different times.
The requirement is the procedure P-02 Rev.3 that says that trucks should carry a complete batch.
The statement of nonconformity is that the batch 33555 was delivered split in two different trucks
(011 and 025), which does not conform to the procedure. Therefore, option C best describes the
identified nonconformity, as it includes all three parts of a well-documented nonconformity.
Option A is not correct, as it does not state the audit evidence or the requirement. Option B is not
correct, as it does not specify the audit evidence or the statement of nonconformity. Option D is
not correct, as it does not match the audit evidence or the requirement. References: 1: ISO 9001
Auditing Practices Group Guidance on Nonconformity - Documenting.
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Comprehensive and Detailed In-Depth Explanation:According to ISO 9000:2015, which provides
definitions for terms used in ISO 9001:2015, a management system is defined as a set of
interrelated or interacting elements of an organization to establish policies, objectives, and
processes to achieve those objectives.

A Quality Management System (QMS) is a type of management system that ensures
organizations meet customer and regulatory requirements while improving performance.

Clause 3.5.3 of ISO 9000:2015 clearly defines "management system" and aligns with this
question. The other options do not fit the definition:

* Standard refers to an established norm or requirement.

* Organization scope defines the boundaries of a QMS but is not a system itself.

* Quality manual is a document (optional under ISO 9001:2015) that describes a QMS but is not
the system itself.
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According to the guidance on conducting the audit closing meeting1, the audit team leader should
provide a summary of the audit findings and conclusions, invite discussions, and agree on
timelines for any corrective actions. The audit team leader should also be respectful, constructive,
and objective when presenting the nonconformities, and avoid any personal or emotional
comments. The audit team leader should also consider the impact of the disruptive event (such
as the Covid-19 pandemic) on the auditee's context, interested parties, and risks2, and
acknowledge any good practices or improvements observed during the audit. Therefore, option D
is the best option, as it follows the best practices for the closing meeting and allows the auditee to
understand the nonconformities and their implications, and to participate in the analysis and
resolution of the issues. Option A is not correct, as it is not respectful, constructive, or objective,
and it does not invite any discussion or feedback from the auditee. It also assumes that the audit
team leader has the authority to recommend the removal of the supplier from the approved list,
which may not be the case. Option B is not correct, as it does not provide enough information or
explanation to the auditee, and it does not allow any discussion or feedback from the auditee. It
also does not follow the best practices for the closing meeting, such as providing a summary of
the audit, acknowledging any good practices, and agreeing on timelines for corrective actions.
Option C is not correct, as it does not involve the other managers who are responsible for the
functions or processes that were audited, and who may have valuable input or information to
share. It also does not follow the best practices for the closing meeting, such as providing a
summary of the audit, inviting discussions, and agreeing on timelines for corrective actions.
References: 1: Conducting the Audit Closing Meeting: Sharing the Results2: Auditing ISO
9001:2015 in the Context of a Disruptive Event.
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Comprehensive and Detailed In-Depth Explanation:ISO 9000:2015 defines quality as "the degree
to which a set of inherent characteristics of an object fulfills requirements."

* Clause 3.6.2 (Quality) confirms this definition.

* Quality is determined by how well an object (product, service, or process) meets defined
requirements (customer, regulatory, or internal).

The other options do not align with the official ISO definition:

* Option A refers to performance capability but does not define quality.

* Option C describes work conditions, not quality.

* Option D focuses on efficiency rather than fulfilling requirements.
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In the context of a second-party audit, match the activity with the party responsible for conducting it.

Activity Party responsible
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 redg@@hd then cighon the applicable text from the options below. Alternatively, drag and drop each option to the

appropriate blank section.

| Customer ‘ | Audit team leader ! External proviger } L Audit team ‘

Answer:

In the context of a second-party audit, match the activity with the party responsible for conducting it.

Activity Party responsible

Customer

Define the audit scope

Develop the audit plan

Respond to the audit findings External provider | I

Conduct the audit Audit team

. 'II— |

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 optiens below. Alternatively, drag and diop each option to the

appropriate blank section.

Explanation:

Here is the correct matching of the activities with the responsible parties in the context of a
second-party audit:

* Define the audit scope: Customer

* Develop the audit plan: Audit team leader

* Respond to the audit findings: External provider

* Conduct the audit: Audit team

This reflects the typical division of responsibilities in a second-party audit, where the customer
(the party commissioning the audit) sets the scope, the audit team leader manages the planning,
the external provider responds to findings, and the audit team carries out the audit.
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Comprehensive and Detailed In-Depth Explanation:According to ISO 19011:2018, Clause 5.5
(Determining Audit Team Competence), technical experts:

* Provide specialized knowledge in an audit.

* Must operate under the supervision of an auditor to ensure compliance with audit protocols.
* Cannot work independently or under the auditee's supervision, as they are not responsible for
the audit's findings.

The audit team leader has overall responsibility, but technical experts are supervised by an
auditor during the audit process.
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Answer: B (A —vyt—T%EY)

According to the 1ISO 9001:2015 standard, clause 10.2 requires organizations to review
nonconformities, including any arising from customer complaints, and to take appropriate actions
to determine the cause, implement corrections and preventive actions, and verify their
effectiveness. The organization must also monitor the effectiveness of the actions taken and
make changes if necessary.

In this scenario, the auditee is facing a legal dispute with a customer over damage to an
expensive cashmere coat. This is a nonconformity that arises from customer complaint and has a
significant impact on customer satisfaction and reputation. Therefore, clause 10.2 applies to this
situation.
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The best option for how this should be handled by the Quality Management System is B.

B means that the organization should report the situation to the customer with suggested
remedial action. This option follows the principle of transparency and accountability, as well as
respecting the customer's rights and expectations. The organization should also investigate the
root cause of the damage and prevent it from happening again in other shops or products.

The other options are not appropriate because:

A means that the organization should settle the court case by negotiation with the customer. This
option may not be feasible or satisfactory for both parties, especially if there is a large amount of
compensation involved or if there are legal implications for other customers.

C means that the organization should make an offer to replace the coat with a new one. This
option may not be sufficient or acceptable for both parties, especially if there is evidence of
negligence or poor quality on behalf of the organization.

D means that the organization should give an explanation to the customer of what went wrong.
This option may not be enough or convincing for both parties, especially if there is no evidence of
negligence or poor quality on behalf of the organization.
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You decide to raise a non-conformity.

1S0 9001 Clause Number:
Nature of problem:

1S0 9001 requirement that has not been fulfilled:

L ) G S

To complete the non-conformRy réport, click on the blank secbon you want te 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.

Answer:

1S0 9001 - “The organization shall IS0 9001 - “The organization shall
plan actions to address risks and establish quality objectives needed for
Opportunities.” the quality management system.”
[ Actions to address risks and
opportunities not planned.

+




You decide to raise a non-conformity.

Non conformrty report
1SO 9001 Clause Number: _ 3 6.1.1
1SO 9001 - “The 0 zation shall

Nature of problem: : .

| consider the requirements referred to in |
1SO 9001 requirement that has not been fulfilled 4.2 and determine the nsksand |

l opportunities that need to bé v
To compiete the non-conformity report, click on the blank sec addressed.” l 1 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.

-

I 6.1.1 | i 6.12a | : Several riskS and opportunities have not |

| === 2 3 been determhined. ]

| i & N A N J
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| 150 9001 - “The organization shall ; 10 9001 - “The organizaton shall | ‘f' 612b I
: plan actions to address fsks and :i establish quality objectives needed for | = === == -
| opportunities.” i the quality management system.” :

‘ | Actions to address risks and
opportunities not planned.

Explanation:

Non-Conformity Report:

ISO 9001 Clause Number

Nature of Problem

ISO 9001 Requirement That Has Not Been Fulfilled

6.1.1

Several risks and opportunities have not been determined.

"The organization shall consider the requirements referred to in 4.2 and determine the risks and
opportunities that need to be addressed."

6.1.2 (a)

Actions to address risks and opportunities not planned.

"The organization shall plan actions to address risks and opportunities." Step-by-Step Reasoning:
* Clause 6.1.1 - Determining Risks and Opportunities:

* Requirement: The organization must determine risks and opportunities that are relevant to its
Quality Management System (QMS). This ensures that the QMS achieves intended results and
prevents undesired effects.




* Problem Identified: While some risks and opportunities were discussed, the organization did not
perform a systematic evaluation of all risks (e.g., health and safety legislation changes, retiring
trainers).

* Clause 6.1.2 (a) - Planning Actions for Risks and Opportunities:

* Requirement: The organization must plan actions to address identified risks and opportunities.
These actions should be integrated into the QMS processes to ensure continuous improvement.
* Problem Identified: The Quality Systems Manager confirmed that no plans were made to
address the risks and opportunities because the Managing Director deemed it unnecessary. This
violates the requirement to plan actions.

* Correct Options Selected:

* Clause 6.1.1 with the nature of the problem as: "Several risks and opportunities have not been
determined."

* Clause 6.1.2 (a) with the nature of the problem as: "Actions to address risks and opportunities
not planned."

* ISO 9001 Requirements Not Fulfilled:

* For 6.1.1:"The organization shall consider the requirements referred to in 4.2 and determine the
risks and opportunities that need to be addressed."

* For 6.1.2 (a):"The organization shall plan actions to address risks and opportunities."
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Answer: A (A —vyt—T%EY)

Comprehensive and Detailed In-Depth Explanation:

Auditors must report findings truthfully and accurately to ensure an unbiased assessment of the
QMS.

Clause References:

*1SO 19011:2018, Clause 4 - Principles of Auditing:

* Fair Presentation # Requires auditors to report truthfully and accurately, without bias or
omission.

* Integrity # Ensures auditors adhere to ethical conduct.

Why is the Correct Answer A?

* The audit team reported findings truthfully, based on collected evidence.

* Fair presentation ensures that both positive and negative findings are included in the audit
report.

* Objective evidence was gathered through interviews, document reviews, and observations.
Why are the Other Options Incorrect?

* B (Integrity) # Related to ethics and professional conduct, but not specifically about presenting
findings.

* C (Confidentiality) # Important, but does not apply to the principle of reporting findings
accurately.

* D (Objectivity) # Ensures impartiality, but "fair presentation" directly addresses accurate
reporting of findings.
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Comprehensive and Detailed In-Depth Explanation:According to ISO 19011:2018, Clause 6.4.3
(Roles and Responsibilities of Guides and Observers):

* The auditee assigns a guide to assist the audit team.

* The guide provides logistical support, helps with navigation, and arranges access to necessary
personnel and records.

* The audit team leader does not assign the guide, but they may request one.
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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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Comprehensive and Detailed In-Depth Explanation:According to ISO 17021-1:2015, Clause 9.4.9
(Corrective Actions):

* Minor nonconformities do not require a follow-up audit but must be corrected before the next
surveillance audit.

* Follow-up audits are required only for major nonconformities.

* The audit team should recommend corrective actions, not enforce immediate follow-ups for
minor nonconformities.

Thus, A is the correct answer.
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A. 7.2 RES

B. 7.3 2
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D. 7.5 XE L S n1-1F#H

Answer: C (A —vt— U %7&9)

Questions no: 16 Verified answer: = C. 7.4 Communication Comprehensive But Short
Explanation: = Clause

7.4 of ISO 9001:2015 requires the organization to determine the internal and external
communications relevant to the quality management system, including what will be
communicated, when, with whom, and how. The scenario indicates a potential gap in
communication with subcontractors regarding the Quality Policy, objectives, and plans to address
risks and opportunities, which is a requirement even if the subcontractors have their own ISO
9001 certified systems123. References: = This response is based on the general requirements of
ISO 9001:2015 related to communication with external parties, such as subcontractors, as
outlined in various resources discussing Clause 7.4123.

HTEIRE: 16

FEEHRBEZTANBEERNICIRDE-HITBET IREEBRIXATLOTOERZRL LK
THREZERLTIESL,

A. g5

B. ZTIE

C. RLE{EE

D. PEHtEE

Answer: B (A —vyt—T%EY)

According to the ISO 9000:2015 - Quality management systems - Fundamentals and vocabulary,
correction is defined as "action to eliminate a detected nonconformity". A nonconformity is defined
as "non-fulfilment of a requirement". Therefore, the process of modifying a non-conforming
product to bring it within acceptance criteria is a correction, as it eliminates the non-fulfilment of
the product specification. The other options are not correct, as they have different definitions and
purposes:

*Concession: permission to release or use a nonconforming product, service or process
*Corrective action: action to eliminate the cause of a nonconformity and to prevent recurrence
*Preventive action: action to eliminate the cause of a potential nonconformity or other undesirable
potential situation References: ISO 9000:2015 - Quality management systems - Fundamentals
and vocabulary, ISO 9001 nonconforming product: How to understand dispositions - Advisera
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JPN SHERFREE 212t L TULVE 3, GoShiken.com 1ISO-9001-Lead-Auditor-JPN X EX SR8 (X &
HT MBENEETIISNET, D GoShiken.com 1ISO-9001-Lead-Auditor-JPN EIREE &
Ty b9 5 ANIEZ B 5 https://www.goshiken.com/PECB/ISO-9001-Lead-Auditor-JPN-
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EEYVEECERLEY, | HUlm RROBREECEHTIRHNEGZEFHTIN? ¥—E
AIF—Tr— DWZ, ZHTEZOA@EICOWTIXHEBREIZEETLVET, | 1SO 9001 D5
32822a 1l L TCHABEEEIEHT S EICTLFE L, BIFETEAD Health Trust DRIEZ L
[TEBEESN-CEMNFIBAL =126 ISO9001 MtV 3> 824 (I LTRHIDFEE ZHEHET S
CEICLELE BN THEESN-ERALZEERORDYICRHDOLEEENERASINELL,
J740—7 v TEETRESNE-REHEIL, #HTLWMEEEZOFERIZ DT Health Trust H 5
HEEBRBIEVSHDOT LR, COBBERZFALG, > BRI, ROENTT D,

A REZEWHEIL Health Trust TIECMETHERINE-ZENHY FHA,

B.ZD7%7 Y3 I Health Trust BEBICRIET 5 & ZFRIRE LTULET,

C.RZ Yy IJE#HLWMEEMEDERAEICOVLWTIEZZITTLEEA,

D. ZHWZLEFT S5O0 ANTLIAhTOEEA,

E. RBLEVEEITOLEMEFEENRMTLEULATREENHY FT,

Answer: (fRZEZ%RTT B)

* Clause 8.2.4 of ISO 9001:2015 - Changes to Requirements for Products and Services:ISO
9001:

2015 Clause 8.2.4 states that when changes to requirements for products or services are made,
they must be communicated and agreed upon with relevant interested parties (in this case, the
Health Trust).

The lack of communication and agreement for substituting the cleaning chemical represents a
clear violation of this clause.

* Analysis of the Corrective Action Proposed:The organization proposed "obtaining a concession
from the Health Trust for the use of the new chemical." This action is reactive and assumes
approval from the Health Trust without addressing the systemic issue: the lack of a defined
change control process for managing contract changes.

* Option Analysis:

* A. The substitute chemical has not been used before in the Health Trust:Incorrect. While this
may be a concern, it is not directly relevant to the root cause of the nonconformity, which is the
absence of a process to handle contract changes.
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* B. The action assumes that the Health Trust will agree to the change:Incorrect. Although this is
true, it is not the primary issue. The nonconformity lies in the lack of a structured approach to
obtain agreement, not whether the Health Trust agrees.

* C. Staff have not been trained in the use of the new chemical:Incorrect. This is a separate issue
related to staff competence (Clause 7.2), but it is not the main reason why the corrective action is
unacceptable under Clause 8.2.4.

* D. The process for making changes to the contract has not been addressed:Correct. The
fundamental issue is the organization's failure to follow or establish a change control process for
amending contracts, including gaining formal agreement from the Health Trust. The proposed
corrective action does not ensure that such issues will be systematically prevented in the future.
* E. The substitute chemical may not be as effective as the original:Incorrect. The effectiveness of
the substitute chemical is secondary to the primary issue, which is the lack of a change
management process.

* ISO 9001 References Supporting the Correct answer:

* Clause 8.2.4: Requires that changes to product/service requirements be reviewed,
communicated, and agreed upon with the customer.

* Clause 10.2 (Nonconformity and Corrective Action): Requires the organization to address the
root cause of the nonconformity and take actions to ensure it does not recur. In this case, the root
cause is the absence of a change control process.

* Why D is the Best answer:The core issue is that the organization did not have a formalized
process for managing and agreeing upon changes to contract requirements. Addressing this
process gap is essential to prevent recurrence of similar nonconformities. Merely seeking a
concession from the Health Trust is a one-off solution that does not address the systemic issue.
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UTDEDRERMN, o+ 1) A4 3 TEEF—LNRLEEEDOLARNILERLTHVETHN?

A BREHYFBA EEF—LEEBFICHMIZRIEL AXFTFI T4 X L>TLE
L=,

B.BENBR BEEF—LIFEMEEZRVNTWEZ EATMY FELT,

C.EXLBX BEEF—LEIEEHIEORMZEZRLEL:,

D. WEDAETA , EEF—LFEEFIEZERMICEFRLEL:,

Answer: A (A —vt—U %&9)

Comprehensive and Detailed In-Depth Explanation:

ISO 19011:2018 requires auditors to conduct audits professionally and diligently.

Clause References:

*1SO 19011:2018, Clause 4.4 - Professional Care: Auditors must exercise due diligence in
conducting audits.

*1SO 9001:2015, Clause 9.2 - Internal Audit: Requires objective and systematic audits to
evaluate QMS effectiveness.

Why is the Correct Answer A?

* The audit team followed best practices by gathering verifiable audit evidence through interviews,
document reviews, and observations.

* They ensured fair presentation of findings in the final audit report.

* They complied with ISO 9001 and ISO 19011 guidelines for audit procedures.

Why are the Other Options Incorrect?

* B (Ordinary negligence) # No evidence of negligence; the team followed structured audit
processes.

* C (Gross negligence) # No indication that the auditors ignored important responsibilities.

* D (Willful misconduct) # The auditors acted professionally and did not intentionally disregard
rules.
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You decide to raise a no

1S0 9001 Clause Number:

Nature of problem:

1S0 9001 requirement that has not been fulfilled:

To complete the nonconformity report click on the blank section you want to complete so it is highlig en click on the applicable text

sured that persons IS0 9001 - "The organization shall ensure
anisation’s control are that persons are competent on the basis of
quality objectives. appropriate education, training, or experience.”

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

requirements.
@ The business has not maintained its 7.1.6
organisational knowledge.
1S0 9001 - "The organization shall det IS0 9001 - "The organization shall determine 7.2
and provide the persons necessary for the the knowledoe necessary for the operation of
effective implementation of its quality its processes and to achieve conformity of
management system.” products and services.”
Answer:
You decide to raise a

IS0 9001 Clause Number: [ . e organisation has not determined the I

Nature of problem: [ IS0 9001 - “The organization shall determi

1SO 9001 requirement that has not been fulfilled: | arhl peovide: e paCeonsir ceseary (gh !
effective implementation of its J

“hen click on the applicable text

To complete the nonconformity report click on the blank section yo
from the aptions befow. Alternatively, drag and drop the options to the

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

The organisationd
daing work undes

| The organisation has not determined the

|  necessary competence of the Regulatory
| Experts with respect to relevant regulatory
| requirements.

150 9001 - “The organizztion shall determine 7.2
the knowledge necessary for the operation of
its processes and to achieve conformity of
products and services.”

150 9001 - “The organization shall
and provide the persons necessary for the'
effective implementation of its quality
management system.”

Explanation:
A screenshot of a computer Description automatically generated



Nonconformity report

IS0 9001 Clause Number: 7.2

Nature of problem:

i

1SO 9001 requirément that hasmet been fulfilled:

RHTREIRE: 20
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Answer: (fBZ % RTT 5)

According to the ISO 9001:2015 standard, clause 4.1 requires organizations to determine the
external and internal issues that are relevant to their purpose and that affect their ability to
achieve the intended outcomes of their quality management system. Clause 6.1 requires
organizations to plan actions to address the risks and opportunities associated with these issues.
These actions must be integrated into the quality management system processes and evaluated
for effectiveness.
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In this scenario, the General Manager of the pharmaceutical organization has shown a lack of
understanding and involvement in the process of identifying and addressing the external and
internal issues that affect their quality management system. The General Manager has relied on
the legal compliance expert, who is not an employee of the organization, to guide them on this
process. The General Manager has also admitted that they did not document these issues, which
is contrary to the requirement of retaining documented information on the context of the
organization. The General Manager has also delegated the responsibility of determining and
planning the actions to address the risks and opportunities to the Technical Manager, who is
absent due to COVID-19.

Based on this information, you can respond to the General Manager's suggestion by taking two
options:

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.

ExFTERE: 21
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150 9001 Clause Number:

Nature of problem:

150 9001 requirement that has not been fulfilled:

40 cleaning records 2re svailable for 63 batches.

150 9001 - “The seganization shall
Implement production provision under

contralled conditions,”

‘al®,
CleEaning and samkising are not akwavs
completed by trained staff

the outputs during pmdu.rmm

provision
the extent necessary to ensure conformity to
reguirements.”

150 9001 - "The crganization shall
implement planned srangements, at
approgriate stages, to vernify that the product

requEnements have been met.”

Cleaning and sanitising records are not
available for every batch.

§2.1

Answer:



You decide to raise a nonconformity.

Monconformity report

150 9001 Clause Number:

Cleaning and sanitising records are not
IS0 9001 - “The organization shall
IS0 9001 requirement that has not been fulfilled: implement production provision under

B = ;d:al controlled conditions.”

Nature of problem:

To complate the nonconformily report cick on the blank section you want to complete so it is hightighted in red and then click on the applicable
text from the opbions below. Alternatively, vou may drag and drop the opbions to the appropniate blank section. &

1SO 9001 - “The organization shall SN s | Ytieaning

implement production provisionundes |
controlled gonditions.”

“Cleaning and sanitising are not ahways
i completed by trained staff

— =

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

Nonconformity report

150 9001 Clause Mumber: g.54

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

=
=" | |
" fulfilled: IS0 9001 - "The organization shall implement production

' provision under controlled conditions.”

40 cleaning records are available for 63 batches.

To compiete the nonconformity report click on the blank section you want to complete so it is highlighted in red and then dlick o
text from the options below. Alternatively, vou may drag and drop the options to the appropriate blank section.
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Answer: D (A —vt—T#&Y)
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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

FTEIRE: 23
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You decide to raise a nonconformity.

1S0 9001 Clause Number:

Nature of problem:
1SO 9001 requirement that has not been fulfilled:

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

9.33 IS0 9001 - “Top management shall review
the organization’s quality management
system.”

1S0 9001 - "Top management shall review IS0 9001 - “The organization shall retain
the organization’s quality management system at the defined frequency. documented Information as evidence of the
at planned intervals™ results of management review.”

Management review records are not being
retanad,

Answer:
P e

You decide te rase a nonconformity.

Nonconformity report
150 9001 Clause Number: [ F o T 1
| Management review has not been conducted |— |
Nature of problem:
150 9001 - “Top management shall review
150 9001 requirement that has not been fulfillet tha orpanization’s quality management system
at planned intervals.”

To complete the nonconformity report click on the biank section you want to complere 50 it is highlighted in red
from the options below, Alternatively, drag and drop the options to the appropriate bian i

the organization's quality management
system,”

150 9001 - “The organization shall retain
documentad information as evidence of the
results of management review.”

150 9001 - "“Top management shall review l Management review has not been conducted
the grganization’s quality management system at the defined frequency.

st planned intervals.” f

-—

Management review records are not being
retainad,

Explanation:



Monconformity report

IS0 D001 Clause Mumber

Hature of problem:

IS0 9001 -7

150 8001 requirsmanisiial haw fﬂghﬂ_ 'y

- d >

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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Answer: C (A —vyt—T%#ET)

Comprehensive and Detailed In-Depth Explanation:ISO 9001:2015 promotes the process
approach, which allows organizations to structure their activities into interrelated processes. This
approach helps ensure that processes effectively achieve intended results.

Clause 0.3.1 (Process Approach) states that "The application of the process approach in a quality
management system enables understanding and consistency in meeting requirements,
considering processes in terms of added value, and achieving effective process performance."
This aligns directly with option C, making it the correct answer. The other options are either
partially correct or do not fully capture the purpose of the process approach:

* Option A (Improvement based on interested parties) is a benefit but does not define the main
goal.

* Option B (Financial value) is not the primary focus of the process approach.

* Option D (Reduction of resource consumption) may be an indirect benefit but is not a core
objective.
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Answer: (A& %RTd 5)

Comprehensive and Detailed In-Depth Explanation:According to ISO 19011:2018, Clause 6.4.9
(Audit Conclusions):

* Audit conclusions must be based on verified evidence.

* The evidence must be evaluated both quantitatively and qualitatively to ensure accuracy.

* Observations alone (A) are insufficient; conclusions must be supported by objective evidence.
Thus, B is the correct answer.

RFTEIRE: 26

HEIFEEAELE LT, EMANLTEREECREZMB T 2R/ IMNEFOREREREELS LU R—
CUTTALIA—ERELTVET,

Hiatz: HBROELZEDELSICEELTLANEZREZVDOTIN, A BE 12 A
[CEDRRELTEDESLGEENHY FLEM?) BEEXNRE: BERALGEEZOCDOHNTL
FLIE ELEEG BHESZEHTREL G LG22 ETY, | HLf-: BERELGRYKRE
BEERTINR, TOEEFEDELS>LGHLDTLEMN? BEEXNERE: BE, StEECHtoi s
ZZTDITSVRETHRELTEY BHISY FEROREFTH TS5 v—0 1 #2sELTY
FT EZILEAL RV I BEMELLGITNIELRYFERFATL R, CRIEREEDH 20% I
MELFIOT FREICRH#ELGERITLE, l HEf-: REAATY EEZTOLEREIMATY
N BEEXNRE: BHOREMAINMIRGCERTHY FEDEFHAOXISICEHT LTLEL
= BICHICE) — R R A LZmEIONEL L RABBAICIERZ v INEEAERME LTLE
HATLE, CNABEGRREICEEL HaOBRENEXOELIT LI T LMEEZERT 50
BERHYFEL, 156G EREEDLSICESHFE LM EEAF BRIV FEROHE
DE=ODTHETREORRICOVWTEEIR—U v —LBETLIITKRDET,

Bl  BRZEEET LI TI3ANV—Z2EDESITEUVFELEN?

EBEXNRE: BHEYTSAVv—ABCHERAICH-SBBREENTEELL, BHREEL,
YITSANY—T7o7—FMIEELTHL L BEOHREEZEBLEL, TORRICTHEREL, TH
LkF > ERMEFALTLET, J1SO9001:2015 DEKIE 8.4.1 TIE MR IS TO
TR HE V—EXRICHHEZERT SLENHHIRRICOVTHFELTWET, SO FUFIC
HTIEHFIRREIEIRDS>E5ENTT D,

A BENMMHERIET IHEB IV —ER

B. M DREDHERLE LT, FOERFRETOCRD—ELANE TO/NS F—IT K > TRES
nEY,

C.HRLEY—ERIF HMBIRHL>THABTANS I —ICE > THEEFICEERBINET,

D. BB T A/NA F— o DREMFT, BB ORKICHARAL ZEEBMELTVET,
Answer: (&% &RK=Y D)

According to the ISO 9001:2015 standard, clause 8.4.1 requires organizations to ensure that
externally provided processes, products and services conform to requirements. Controls must be
applied to externally provided processes, products and services when:
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The products and services are intended for incorporation into the organization's own products and
services.

They are provided directly to customers by the external provider on behalf of the organization.

A process, or part of a process, is provided by an external provider as a result of a decision by the
organization.

In this scenario, the auditee has chosen a supplier to manufacture their own brand products
based on their design drawings, supplier questionnaire and trial batches. This means that the
supplier is providing a process (manufacturing) as a result of a decision by the organization (the
auditee). Therefore, clause 8.4.1 applies to this situation.

RHTRE: 27

ISO 9001 DRMEEE VAT LATXEILEINEFERZREFTIENZHRL L CRTAEZERL
TLZ&y,

A BEANDBEESZAIT H-HDEEZEZICLET,

B. REBEIATLOBEMNMEICHT HEBERELT S,

C. mEBEEVATLOREH#RET S,

D. REBEIRATLDTOCRDEREYR—FLET,

Answer: (fRZ % RTT 5)

Documented information is a means by which an organization demonstrates compliance. It
communicates what we do and how we do things, it communicates what happened and what
results were achieved. It is, essentially, a tool for communication. ISO 9001:2015 allows an
organization flexibility in the way it chooses to document its quality management system (QMS).
This enables each individual organization to determine the correct amount of documented
information needed in order to demonstrate the effective planning, operation and control of its
processes and the implementation and continual improvement of the effectiveness of its QMS.
The standard states that the organization shall maintain documented information to the extent
necessary to support the operation of processes and retain documented information to the extent
necessary to have confidence that the processes are being carried out as planned. Therefore, the
purpose of retaining documented information is to support the operation of the processes of the
QMS, not to facilitate auditing, provide confidence or safeguard integrity, which are secondary
benefits of documented information.

References: Guidance on the requirements for Documented Information of ISO 9001:2015, ISO
9001:2015 documented information | CQIl | IRCA, Documented Information Required by ISO
9001:2015 - 9000 Store

RHTMEIRE: 28

F ) F3:
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BEEOEEZRMYRT-HIC BEMEEISO001 [TEDIC QUS #BALEL 1 &% KE
P (T DEREIHERBE TH S ACB ITEHRK L ISO 9001 BREEDEGEZBIEELE L 1=,

EETF— LI BREELIEEETATHASIIIITHEN 3 ADEEATHEREIATHEL
=, BEICTEL-R ACB [FEEF—LICEFEHEZEELE L,

BEEF— L&, Fin-Pro 0 1SO 9001 BE#ICxtd 2 BMICEHT 2ERENET 5 LD DIHEHEL
=,

XELSINBEREERELTWVWDEEIT, FL— VT EEBBEREY I VORESIRELT
WBZEIZRFEF L HEEZHERT H-OITREE~DA VA E2—%FEmLELS,
F—LIIREEDRENZHER T H-HITHBREBETEBAELHERLEL R,

SHOFEHIRE (A28 DB MEMNEE ZBHRLELE,

BEETF—LFERZSHL RAEBREEHREZEHEL-EEREEZERLEL,
ACBIFEEICEL-ZR BEEF—LICEZEAEZEELFELE, ChEZTFARLONAFTITH?

A [TV EEOEMEEERICELEZRICOAHLMN G HIETT TY,

B. VWA EEXNREOANEEBHNZMOTLWELIRENHY FT,

C. WWA EHEEBEREEEA 77— D—HMTHIVENLHYFT,

D. FW BEEF—LY—F—IEEBINIELAETT,

Answer: C (A —vyt—T#ET)

Comprehensive and Detailed In-Depth Explanation:

Clause References:

*1SO 19011:2018 (Guidelines for Auditing Management Systems), Clause 5.3 - Establishing the
Audit Objectives

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

Why is the Correct Answer C?

* Audit objectives must be clearly defined in the audit offer to ensure that the scope, criteria, and
purpose are agreed upon in advance.

*ISO/IEC 17021-1:2015 (which governs certification bodies) requires that audit objectives be
established before the audit begins to ensure transparency and effectiveness.

* Sending audit objectives after an agreement has been reached could lead to misalignment
between the auditee's expectations and the audit's purpose.

Why are the Other Options Incorrect?

* A (Audit objectives should be known only after agreement) # Incorrect because objectives must
be pre-defined in the audit offer.

* B (Only the auditee should know the objectives) # Incorrect because both the auditor and
auditee must align on objectives.

* D (Approval from the lead auditor is sufficient) # Incorrect because audit planning follows formal
procedures defined by ISO/IEC 17021-1.

BT ERE: 29
FMHTISO 001 FREAZTEMGLEIELTWAE—Y A OB TEEZEHELTLET,
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HBTEECEERESSUBEY —ERZRBLTVEY BEICE EEMIPBEIZRES
NTUVLHEREICH L THERESINETT , EENOEELS S UVEEN L DEEFHEBICK > TEES
N ERRBENETHETEEY —EXANEASAEY  BBIMBOEMEERZRMALTVEEA,
HERITHEBICE > TBASAFEEA,

RISRSN TS ERYICERIMZIELF L1=,1SO 9001 XI5 8 Dk Z=EEMH E —H

SEET,
Audit evidence IS0 9001 Clause 8 extract

“our of the 10 pallets of stock sampled in the warehouse were '
ot labelled. | |

A\ damaged pallet of stock seen in the quarantine area was |
:aking liquid onto the floor. !

Ine of the fork-lift truck drivers had no fork-lift truck driving |
zence.

There was no pest control provision in the warehouse.

lwo pallets of temperature-sensitive stock items were _tJeTing i
tored at ambient as the chilled
itorage facility was full.

b complete the table, click on the blank section you want to complete so it is highliq
50 9001 Clause 8 extracts listed below. Alternatively, drag and drop each clause to t

"8.5.2...shall use suitable means to "8.5.1 e ...shall include, as
identify outputs...” applicable...the appointment of
competent persons...”
"8.1...shall plan, implement and "8.7.1...shall ensure that outputs
control the processes...” that do not conform to their
requirements are identified and
"8.5.4...shall preserve the outputs controlled...”

during production and service

provision...”

Answer:



:Audit evidence 1S0 9001 Clause 8 extract

Four of the 10 pallets of stock sampled in the warehouse were "8.5.2...shall use suitable means to
not labelled. _ - "8.7.1..shall ensure that outputs

A damaged pallet of stock seen in the quarantine area was that do not conform to their
leaking liquid onto the floor. reguirements are identified and
“8.5.1 e ...shall include, as
applicable...the appointment of

One of the fork-lift truck drivers had no fork-lift truck driving
licence.

"8.5.4...shall preserve the outputs
There was no pest control provision in the warehouse. during production and service
provision, ..

Two pallets of temperature-sensitive stock items were being
stored at ambient as the chilled
|
 storage facility was full.

"8.1...shallplan; i'mpI-Erhent-a'nd
control the progesses...”

To complete the table, click on the blank section you want to aompkte so it 1s highlighted in red and then click on the

ISO 9001 Clause 8 extracts listed below. A!temarwe.-‘y, diag and drop Bach clause to the audit evidence that applies.

1 "8.5.2...shall use _suitable sfigaps to t . "8.5.1 e ...shall include, as

identify oufputs...” L dl applicable...the appointment of

| competent persons...”

“8.1...shall plan, implement and "8.7.1...shall ensure that outputs
control the processes...” that do not conform to their
requirements are identified and

"8.5.4...shall preserve the outputs controlled...”
during production and service

provision...”

Explanation:

The table below shows the possible matching of the ISO 9001 Clause 8 extract to the audit
evidence.

Table

Audit evidence

ISO 9001 Clause 8 extract

Four of the 10 pallets of stock sampled in the warehouse were not labelled.

"8.5.2 ... shall use suitable means to identify outputs ..."

A damaged pallet of stock seen in the quarantine area was leaking liquid onto the floor.
"8.7.1 ... shall ensure that outputs that do not conform to their requirements are identified and
controlled ..." One of the fork-lift truck drivers had no fork-lift truck driving licence.

"8.5.1 e ... shall include, as applicable ... the appointment of competent persons ..." There was no
pest control provision in the warehouse.



"8.5.4 ... shall preserve the outputs during production and service provision ..." Two pallets of
temperature-sensitive stock items were being stored at ambient as the chilled storage facility was
full.

"8.1 ... shall plan, implement and control the processes ..."

E#fERE: 30

HEFEDESICL THMEEMEDEHIEEATHZHARTESHSTL &35

A AREETOCRICRERBORKRENEETSHZET

B. QMSICEET 2 EALOEE ZH-LG UV RBEEEZEYATEI I LITEST

C. NEREEEMRE L BICE=FICTO Y- TFHILT

Answer: B (A —vt—C#EY)

Comprehensive and Detailed In-Depth Explanation:According to ISO 19011:2018, Clause 5.1
(Impartiality):

* Internal auditors must not audit areas where they have direct responsibilities to avoid conflicts of
interest.

* Outsourcing (C) is not required, as long as impartiality is maintained internally.

Thus, B is the correct answer.

AT 31

ABC-CERT & L\ S REIBEDFRMTH S 0HIL2 > b1t ABC (E, H S HEBICx L T ISO
9001 IZED< QMS DEREICET I a HILTa 0T Y—ERZRELE LI,
Zh#%ZEJI % & ABC-CERT (& Consultancy ABC WAV HILTF 4 5 H—EXEZ (=4
WIS —ERZRHETESLTLEIN?

A [T RE2FRENMEBLERICGYFT,

B. &Ly, W EEH Consultancy ABC IZ& BHLURIDH—ERXNEEADFHIEICFEEZE X 4L
EWVWSBWMICERT HIERILAIEETY,

C. LV\VX ABC-CERT [FFIZMBER &G ST, TOMBICRIAY —ERZRMT S L(FHFAE
NTULWEEA,

Answer: (&% &RT~9 5)

Comprehensive and Detailed In-Depth Explanation:

Certification bodies must remain independent and impartial. If a certification body (ABC-CERT)
provides consulting services to an organization through its subsidiary (Consultancy ABC), it
cannot later certify the same organization.

Clause References:

*ISO/IEC 17021-1:2015, Clause 5.2.5 - Impartiality Requirements:

* A certification body must not certify an organization to which it has provided consultancy
services.

*ISO/IEC 17021-1:2015, Clause 5.2.6:

* Subsidiaries of certification bodies must not provide consulting services to prevent conflicts of
interest.
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Why is the Correct Answer C?

* Certifying a client after providing consultancy creates a conflict of interest and violates ISO/IEC
17021-1:2015 impartiality rules.

* The certification body (ABC-CERT) and consultancy firm (Consultancy ABC) are related entities
, making it impossible to remain objective and independent.

Why are the Other Options Incorrect?

* A (Waiting two years) # ISO does not specify a time frame; the issue is impartiality, not just time.
* B (Signing an agreement to ensure objectivity) # Conflicts of interest cannot be resolved through
an agreement; independence is required.

375 1S0-9001-Lead-Auditor-JPN [E785E (X GoShiken.com ARt S -G LI LY
ISO-9001-Lead-Auditor-JPN {EZ[EIREEE ! GoShiken.com H&xEF D 1SO-9001-Lead-Auditor-
JPN SRERRREE 2124 L TULVE 3, GoShiken.com 1ISO-9001-Lead-Auditor-JPN iR EXRSRE (X &
BT MENERETIIVET, BHD GoShiken.com 1ISO-9001-Lead-Auditor-JPN FzE5%E %
Ty 9B ANIEXT B 5 https://www.goshiken.com/PECB/ISO-9001-Lead-Auditor-JPN-
mondaishu.html (21930%OFFRRELE % & EfRfT = T 30%w i BIEI5 10— K
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B REMICRE LG TN ELG G VWREEE AT LOAEIIRD S ENTTH?
A. EEHE

B. &t 1

C. Bt

D. &M%

E. $h%

F. 5 FA i B

Answer: CE (A —vt—T%#REY)

According to the ISO 9001:2015 document, the organisation must continually improve the
suitability, adequacy, and effectiveness of the quality management system1. However, among the
six options given, only effectiveness is directly mentioned as an aspect of the quality
management system that must be continually improved. Therefore, C is one of the correct
answers.

Efficiency, on the other hand, is not explicitly stated as an aspect of the quality management
system that must be continually improved, but it is implied by the quality management principle of
improvement, which states that successful organisations have an ongoing focus on
improvement2. One of the key benefits of applying this principle is improving operational
effectiveness and efficiency2. Therefore, E is another correct answer.

Suitability, adaptability, responsiveness, and applicability are not aspects of the quality
management system that must be continually improved, according to the ISO 9001:2015
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document. They may be related to the quality management system, but they are not the focus of
continual improvement.

Therefore, the correct answer is C and E.

References: 1: ISO 9001:2015 - Quality management systems - Requirements 2: ISO - Quality
management principles

E#fERE: 33
FEoBEBRHERETE ROT7I L avERTTIRLENHYVET BEEF L —F—HHE
B4 ARICEE IOV SLEERT DEANRETE2 0077 3vIEENTTH,
EEHEZTERT S

EEF—LATEEZEIVETS

TFzvI R NEERT S

WER)V—RERMT S

LAIOEEDLR— MRS S

EEF—LDAUN—FFEIRT D

Answer: D.E (A —vt—T%%Y)

In ISO 9001:2015, the responsibility for managing the audit program lies with those overseeing
the entire audit process rather than the Audit Team Leader. During the planning stage, before
involving the Audit Team Leader, key actions for managing the audit program include:

Mmoo W >

1. Providing the Resources Needed: According to clause 7.1 (Resources), the audit program
manager must ensure that the necessary resources are in place to conduct the audit effectively.
This encompasses logistical support, personnel, and other required resources for the audit to
proceed smoothly.

2. Reviewing Reports of Previous Audits: As per clause 9.2.2 (Internal Audit), it is essential to
consider the results of previous audits to plan effectively for the upcoming audit. This helps
identify areas that require particular attention, ensuring continuity and focusing on recurring
issues or improvements since the last audit.

These actions ensure that the audit is thoroughly prepared and that there is continuity and focus
on any areas that might need closer inspection. The other options, such as preparing the audit
plan, assigning responsibilities, preparing checklists, and selecting the audit team members,
generally fall under the duties of the Audit Team Leader once they are appointed and engaged in
the planning process.

mFTEIRE: 34

KEEE LI TTH?

A HBEROSEIELEMICHZE 1 DO T ADFHMLREE

B. % EDEMFEITHBEMLNDIRTOTO XD MERAE

C. BN FELHEEHICE T2 ITRTO T O RDFMLRE

Answer: (&% &9 D)

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

EEl%ﬁ'Fnﬁ w2 35
XELSN-IRBMEHT T S -HDOEEIF T HM?

A XELIN-HEHRONE X L UVEEFIR
B. XE{LIN=EHR WBEBELR—F IS4 T7V MDD T 41— NV IDEE
C. XELSNBEHRODT7T—H4 T = HEM
Answer: (&% &RT9 5)
Comprehensive and Detailed In-Depth Explanation:According to ISO 9001:2015, Clause 7.5.2
(Creating and Updating Documented Information), the criteria for reviewing documented
information include:
* Content - The accuracy and relevance of the information.
* Format - Ensuring readability and proper structuring (e.g., language, versioning).
* Procedure for managing documented information - Ensuring control, access, and updates.
Other options, such as internal audit reports and client feedback, are important for overall QMS
evaluation but are not the main criteria for reviewing documented information.
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BETY, | FoEEBEORKRSBEDEAMNIC EEF—L V44— LREEEBEEE LDREICHE
MELE, BIEIEEF—L ) —4F—IC BEEF—LDAVN—HIBRICEREETIEBNEE
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A BEEF—L)—F—INEAUHDEETAITSLIF—Cry—ICHRT2E T . HALLEFEHT
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B. REEEEIZ BEEF—L)—4F—LLTRRICOVWTEERLELS n"hdZE %
LCELE o REEBREICRET I LEEAFT,
C.KRICOVWTHEL REEEEBICITIRTOEENRERBFICHIBRINSZLEZRIILE
9,
D. REBEHEIC BEEENKHICHRESINDIZLZENT S

E.EEAISEREERICSNET FEIITATHIBRINSZ L ZHET S
F.URE SN DIHA S F—LARE L= FEEIEFDFFHFTILELNH D L EE
ER)
Answer: (fRZEZ%RTT B)
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FREEBICCOHEREL-ECAH SEOSFRTINODEHORMEERIRT HETELH S
EEHLNFELT,

ISO 9001 MEKIE 8.5.1 ITERT HFEENFEELFELT:,

DFUFICEDVT ZDLSLBFEEZIRET DM ERLLCRT I DDA TS 3 VEER
LFET,

AERIIEFBEEESBEICHLTEVWRET 5L SICHERSINT,

B. AR L—42 —([XBEEIC5|I S ETRICKEYMEF vy LEFATLT,

AR S DDEETOS Y R —EBZEYICEBTEEFATLT:,
AERAEIN-EEO—MBIETEEIRBICELTLWEEATL:,

ARL—F—E BEENOCEREZITROERICZTDIREFZHELEFLEATL,
HBEIRNTORFEEYGREETHIETEGL o1,

AREMEIE ZEME LR TR T HHEEZILTEHIIENTEEREATLL:,
AABITEENCDEBFEERICZITEOTULERA,

Answer: ACH (A —yt—U%%79)
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E.86-F—T A HENEEIZY ) —RshF L,

F.73-R2 9 7EHEAIHBDRICEL TSI LICROVTWVEMN ST,

G.10.21 - AEDEREEZ T TREAEESDREZERET 5D+ TL-,

H. 851 - FAERGRZRIMT H-OICEEEBINBEYICEEIATOWEEATLL,

Answer: AB,C (A —yt—U%5%7T)

The auditor could raise the following nonconformities to ISO 9001 based on the scenario:
*Option A: 10.3 - The organisation did not continuously improve. Reject rates were unchanged.
This option is correct because ISO 9001:2015 clause 10.3 requires the organization to improve
the suitability, adequacy and effectiveness of the quality management system. The organization
did not demonstrate any improvement in reducing the reject rate of the finished product, which
was a stated objective of top management. The corrective action taken by the organization was
not effective in addressing the root cause of the problem and preventing its recurrence.

*Option B: 7.1.4 - The factory environment is not suitably maintained to prevent dirty products.
This option is correct because ISO 9001:2015 clause 7.1.4 requires the organization to
determine, provide and maintain the environment necessary for the operation of its processes
and to achieve conformity of products and services.

The organization did not ensure that the factory floor was clean and dry, which affected the
quality of the products and increased the risk of nonconformity.

*Option C: 7.1.1 - The organization failed to provide the required resources to prevent
nonconforming products. This option is correct because ISO 9001:2015 clause 7.1.1 requires the
organization to determine and provide the resources needed for the establishment,
implementation, maintenance and continual improvement of the quality management system. The
organization did not provide adequate collection baskets for the products ejecting from the
moulding machines, which resulted in products falling onto the factory floor and becoming
nonconforming.

The following options are not correct:

*Option D: 9.2.2 - Report IA202 contained a poorly worded nonconformity (NC 3). This option is
not correct because ISO 9001:2015 clause 9.2.2 does not specify the requirements for the
wording of nonconformities in internal audit reports. The nonconformity (NC 3) stated by the
internal auditor was clear and relevant to the audit criteria and audit evidence. The issue is not
with the report, but with the corrective action taken by the organization.

*Option E: 8.6 - Dirty products were released to the customer. This option is not correct because
ISO 9001:

2015 clause 8.6 requires the organization to implement planned arrangements, at appropriate
stages, to verify that the product and service requirements have been met. The scenario does not
indicate that the dirty products were released to the customer, but that they were recalled and
repaired then returned to the customers. The issue is not with the release, but with the production
process and the environment.

*Option F: 7.3 - Staff were not aware that products were falling onto the factory floor. This option
is not correct because ISO 9001:2015 clause 7.3 requires the organization to ensure that the
persons doing work under its control are aware of the quality policy, relevant quality objectives,
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their contribution to the effectiveness of the quality management system, and the implications of
not conforming with the quality management system requirements. The scenario does not
indicate that the staff were not aware of these aspects, but that the management did not provide
adequate resources and environment for the staff to perform their work. The issue is not with the
awareness, but with the management responsibility and resource provision.

*Option G: 10.2.1 - Conduct of an investigation was not sufficient to understand the cause of the
nonconformity. This option is not correct because ISO 9001:2015 clause 10.2.1 requires the
organization to react to the nonconformity and, as applicable, take action to control and correct it
and deal with the consequences. The scenario indicates that the Quality Manager conducted an
investigation into the reject rates and identified the cause of the nonconformity. The issue is not
with the investigation, but with the corrective action taken by the management.

*Option H: 8.5.1 - Production operations were not properly controlled to avoid reject products.
This option is not correct because ISO 9001:2015 clause 8.5.1 requires the organization to
implement production and service provision under controlled conditions. The scenario indicates
that the production operations were controlled by the moulding machines, which ejected the
products into the collection baskets. The issue is not with the production operations, but with the
size of the collection baskets and the condition of the factory floor.

References:

*ISO 9001:2015 Quality management systems - Requirements

*ISO 9001 Lead Auditor Course Material, Module 6: Reporting Audit Findings, Slide 14: Writing
Nonconformity Statements

*ISO 9001 Lead Auditor Training Course - IRCA Certified, Section 6.2: Reporting Audit Findings
*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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Answer: (fRZE%RTT B)

Comprehensive and Detailed In-Depth Explanation:

ISO 9001:2015 requires organizations to ensure competence of personnel whose work affects
quality performance.

Clause References:

* Clause 7.2 - Competence: Organizations must determine, provide, and evaluate competence of
employees performing work under the QMS.

*1SO 19011:2018, Clause 6.4.6 - Audit Evidence: Auditors should use a combination of
document review, interviews, and observation to verify competence.

Why is the Correct Answer C?

* The organizational chart shows reporting structures and helps verify roles and responsibilities.
* Job descriptions outline required qualifications, skills, and competencies for each role.

* These documents provide objective audit evidence that personnel meet the required
competencies for their positions.

Why are the Other Options Incorrect?

* A (Sufficient evidence) # Partially correct, but competence verification often requires multiple
sources of evidence, including training records, certifications, and observations.

* B (Not relevant) # Incorrect because verifying competence is crucial for ensuring effective QMS
implementation.

* D (Direct observation only) # Observation alone is insufficient; documentation and interviews are
also required to confirm competence.
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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.
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Answer: (& %X 7 D)

According to ISO 9001:2015, clause 8.4, an organization is required to control the processes,
products and services provided by external providers, including those that affect the quality of the
organization's own products and services. This includes determining the controls to be applied to
the external provision of processes, products and services, as well as the information to be
communicated to the external providers. The organization is also required to monitor, measure,
and evaluate the performance of the external providers and retain documented information of
these activities.

Therefore, in the scenario given, ABC Ltd is responsible for controlling the processes, products
and services provided by Teak Ltd, as they affect the quality of ABC Ltd's own products and
services. This means that ABC Ltd should have established criteria and methods for evaluating
the performance of Teak Ltd, as well as documented information of the results of such evaluation.
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ABC Ltd should also have defined the supply arrangements with Teak Ltd, including the
specifications, requirements, and verification activities related to the products and services
provided by Teak Ltd.

Hence, the best options to describe how to plan the audit of the interrelationship with Teak Ltd
during the Stage 2 audit at ABC Ltd are A and D, as they are aligned with the requirements of
ISO 9001:2015, clause

8.4. The other options are either irrelevant or beyond the scope of the audit, as they do not
pertain to the control of external provision by ABC Ltd.

References:

ISO 9001:2015(en), Quality management systems - Requirements, clause 8.4 ISO
19011:2018(en), Guidelines for auditing management systems, clause 6.3.1 and 6.4.2 ISO 9001
Lead Auditor Training Course | IRCA Certified | BSI, section "Learning objectives" ISO 9001 Lead
Auditor Course Material | 3FOLD Education Centre, module 5 and 6
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Answer: AB,C.FHI (A —vyt—U%%Y)
The activities that are specifically required by ISO 17021-1 as part of third-party (Certification
Body) surveillance audit processes are:
*Option A: Audit use of certification marks on marketing materials. This option is correct because
ISO 17021-
1:2015 clause 9.6.2.2 requires the certification body to audit the client's use of marks and/or any
other reference to certification, as applicable, to ensure conformity with the certification
requirements.
*Option B: Review changes to the QMS since last visit. This option is correct because ISO
17021-1:2015 clause 9.6.2.2 requires the certification body to review any changes affecting the
client's quality management system and its ability to continue to fulfil the requirements of the
standard used for certification.
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*Option C: Confirm effectiveness of internal audit and management review. This option is correct
because ISO 17021-1:2015 clause 9.6.2.2 requires the certification body to confirm the continuing
effectiveness of the client's quality management system, including the effectiveness of the
internal audit and management review processes.

*Option F: Review the status of previously raised findings and audit effectiveness of any
outstanding findings.

This option is correct because ISO 17021-1:2015 clause 9.6.2.2 requires the certification body to
review the status of findings and any corrective actions taken by the client in response to previous
audits, and to verify the effectiveness of the implemented corrective actions.

*Option H: Verify legal compliance. This option is correct because ISO 17021-1:2015 clause
9.6.2.2 requires the certification body to verify the client's compliance with applicable statutory
and regulatory requirements related to the scope of certification.

*Option I: Handling of customer complaints since last visit. This option is correct because ISO
17021-1:2015 clause 9.6.2.2 requires the certification body to review the client's handling of
customer complaints related to the certified activities since the last audit.

The following options are not correct:

*Option D: Complete a full document review of the quality management system. This option is not
correct because ISO 17021-1:2015 clause 9.6.2.2 does not require the certification body to
complete a full document review of the quality management system during surveillance audits. A
full document review is only required during the initial certification audit or when there are
significant changes to the quality management system or the certification requirements.

*Option E: Failing to meet financial responsibilities. This option is not correct because 1ISO
17021-1:2015 clause 9.6.2.2 does not require the certification body to audit the client's financial
responsibilities during surveillance audits. The certification body may have contractual
arrangements with the client regarding the payment of fees, but this is not part of the surveillance
audit process.

*Option G: Review the calibration status of the instrumentation. This option is not correct because
ISO 17021-

1:2015 clause 9.6.2.2 does not require the certification body to review the calibration status of the
instrumentation during surveillance audits. The certification body may audit the client's monitoring
and measuring resources as part of the quality management system requirements, but this is not
a specific activity required by ISO 17021-1.

*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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Below are four of the seven principles on which ISO 9000 series are based. Matghsaspotentialsbenefitstoyeachmofithe 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'téxt from the options below. Alternatively, drag and drop each of the following potential benefits to a QMP.

peffer c@iminitatiof between levels and functions of | | Improved operational effectiveness and efficiency |

Increased revenue and market share ‘ Common understanding of objectives and values among
the organisation

interested parties

Enhanced trust and collaboration throughout the ‘ Enhanced drive for innovation
organisation

Increased ability to demonstrate effectiveness of past
actions

Answer:
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Quality management principles

Customer focus Increased revenue and market share

F Enhanced trust and collaboration throughout the

Zngagement of people

_oraanisation

Improvement I+ Enhanced drive for innovation | !

- N | Increased ability to demonstrate effectiveness of past

Zvidence-based decision-me
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 QMP.

[ TN miseang i . 8 . oo ey e W rm— s e o |
! Increased revenue and market share | | Common understanding of objectives and values.arionglf (| Better communication between levels and functions of ||  { Improved operational effectiveness and efficiency |
| . y | |

interestéd parties b | the organisation i

R L L}

Enhanced trust and collaboration throughout the
| organisstion @000 |

e e e
Increased ability to demonstrate effectiveness of past |
I

Explanation:

Quality management principles:

Customer focus = Increased revenue and market share

Engagement of people = Enhanced trust and collaboration throughout the organisation
Improvement = Enhanced drive for innovation Evidence-based decision-making = Increased
ability to demonstrate effectiveness of past actions According to the Quality management
principles document published by ISO, each quality management principle has a statement, a
rationale, key benefits, and actions you can take to apply it. Based on these descriptions, the
potential benefits can be matched to the corresponding principles as follows:



Customer focus: The primary focus of quality management is to meet customer requirements and
to strive to exceed customer expectations. The key benefits of this principle include increased
customer value, customer satisfaction, customer loyalty, repeat business, reputation, customer
base, revenue and market share.

Engagement of people: Competent, empowered and engaged people at all levels throughout the
organization are essential to enhance its capability to create and deliver value. The key benefits
of this principle include improved understanding of the organization's objectives and values,
increased involvement in improvement activities, enhanced personal development, increased
motivation and empowerment, enhanced trust and collaboration, and increased recognition and
rewards.

Improvement: Successful organizations have an ongoing focus on improvement. The key benefits
of this principle include improved organizational capabilities, alignment of improvement activities
at all levels, increased ability to anticipate and react to opportunities and threats, enhanced drive
for innovation, and increased levels of satisfaction.

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{ghey Idbe con%u 5 \
-_—
The first and last stages have been done for you. [r— ',

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 belowgAlternatively, drag and drop the options to the appropriate blank section.

1. Establishing the audit programme objectives

2.

6. Conducting the audit activities

Determining and evaluating the audit Initiating the audit Establishing the audit programme Preparing all audit activity |

programme risks and opportunities

Answer:
The following are stages of an audit, put them in the order they would be conducted. ID |_ \ |3
-
- S

The first and last stages have been done for you.

To complete the sequence click on the blank section you want to complete so it is highliahted 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.  Establishing the audit programme:

e P

4 Initiating the audit

5 { Preparing all audit activity
I

|
|
2
|

6. Conducting the audit activities

————————————— ! | e ———————— -
{7 Determining and evaluating the audit | : Initiating the audit | | Establishing the audit programme“ l\
¥

Explanation:
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1. Establishing the audit programme objectives

2 De g and evaluating yudit programme risks pportuni
3 Establish e a D U

4. Intiating the atdit

2. epa Judit a

6. Conducting the audit a8tivees

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.

| hope this helps you with your ISO 9001 Lead Auditor objectives and content. If you have any
further questions, please feel free to ask. # References: 1: ISO 19011:2018 - Guidelines for
auditing management systems 2: Audit Process | Flowchart | Summary - Accountinguide 3: What
are the Stages of the Auditing Process & Why it is Important ...
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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

m m O O

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
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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.
*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.

*Option J: Write the audit finding report out when detected and obtain signature of the auditee.
This option is not correct because this task is not part of the audit team meeting, but part of the
audit evidence collection and documentation process. The audit team should write the audit
finding report out when detected and obtain the signature of the auditee during the audit, when
the audit team has observed and verified the audit evidence and has communicated the audit
finding to the auditee. The signature of the auditee does not indicate acceptance or agreement
with the audit finding, but only acknowledgement of receipt.

References:

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

*ISO 9001 Lead Auditor Course Material, Module 5: Conducting an Audit, Slide 19: Audit Team
Meeting

*ISO 9001 Lead Auditor Training Course - IRCA Certified, Section 5.4: Audit Team 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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Step Clause

Vie identified rsks and opportunities and fed these into cur risk management processes

Wie found a suitable supplier

Ve monitored customer feedback and noticed an increase m negative feedback about lead bmes.

Ve put together a plan for implementation.

Ve monitored the perfprmance of the new supplier,

Ve noticed that productihvity targels were being missed,

Ve communicated the plan intemalhy

We looked at the data at the managerment review and dedted we neaded to o something diffesent

Ve rearganised the staffing @nd implemented redundancies. = i & T
Ve set an objedtive to effectively implement the transition and outsource manufactuning. | L | g
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[ [
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Answer:



Step Dm\

=
‘We identified risks and opportunities and fed these into our risk management processes. B L J 6 | =
+ I
We found a suitable supplier. ] o T i - 1
1 84 |
‘We monitored customer feedback and noticed an increase in negative feedback about lead times. gt -
| 912 |
We put together a plan for implementation. 622 )
| o i)
‘We monitored the performance of the new supplier. ——— S
I [_ 842 |
We noticed that productivity targets were being missed. A r 3 ; 1 1_ i ]' =
M Bacttond B R
We communicated the plan internally. = 74 et
T el BN
We looked at the data at the management review and decided we needed to do something different. s 932 ———
! l ot |
We reorganised the staffing and implemented redundancies. e 7‘1 ; i |
I

We set an objective to effectively implement the transition and outsource manufactunng. l_ e S_ZT - J o
|

@ 6.2.1 | 84 I | 912 | 842
,T\ 911 _‘]l[ 74 ] F_Eﬁ_'ﬂ [_7_,12—_

Explanation:
=

Step \ Clause
We identified risks and o these rdnju 6.1
\hfmndlnmbhl.ppim — g4
We monitored customer feedback and noticed an increase in negaltive feedback about lead

5.1.2
times.
We put together a plan for mplementation. 622
We monitored the performance of the new supplier. 8.43
We noticed that productivity targets were being missed. 5.1.1
We communicated the plan internally. 74
We lookad at the data at the managemant review and decided we needed to do something

932
different.
We reorgarsed the staffing and implemented redundancies, 7.1.2
We set an chjective to effectively implement the transition and cutsource manufacturing. £.2.1

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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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.
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In the context of ISO 9001:2015 audits, it is the audit team leader who holds the responsibility for
assigning work to the audit team. According to ISO 19011:2018 (Guidelines for auditing
management systems, which complements ISO 9001:2015), the audit team leader is responsible
for the organization and direction of the audit, including assigning specific roles and
responsibilities to audit team members. This includes preparation of the audit plan, leading the
audit, and ensuring that each team member understands their tasks.
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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 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. Establishing the audit programme objectives

2.

6.  Conducting the audit activities

Determining and evaluating the audit ‘ Preparing all audit acnvnty‘ ‘ Initiating the audit { 1 Establishing the audit programme ‘
programme risks and opportunities h

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 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. Alternativelydrag 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. ! Establishing the audit proglamme:
____________

5. | Preparing all audit activity :
s o

6. Conducting the audit activities

: Determining and evaluating the audit V&regariqg all audit actwityJ ‘ Initiating the audit l‘ I Establishing the audit programme]
| programme risks @nd oppoftinities 4 (D i = et
= 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.

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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Below are four of the seven principles on which 1SO 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 tabie 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.

Enhanced drive for innovation | Better communication between levels and functions of Improved operational effectiveness and efficiency Enhanced trust and collaboration throughout the
J

the organisation organisation

Increased ability to demonstrate effectiveness of past Increased revenué and market share ‘ Commeon understanding of objectives and values among

actions interested parties




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 revenue and market share ‘
Enhanced trust and collaboration throughout the

Improvement Enhanced drlve for Innovation |

Engagement of pecple

Evidence-based decision-making
actions

To complete the table click on the blank section you want to complete so it is hightighted In red and then click 6n MW&‘Iﬂ? feit‘#wn the options below. Alternatively, drag and drop each of the following potential
benefits to a QMR

Enhanced trust and collaboration throughout the
organisation

Explanation:
A screenshot of a chat Description automatically generated

\t I ; Increased revenue and marketshare

Engagement of people Enhanced trust and collaboration throughout the organisation

Improvement | Enhanced drive for innovation

Evidence-based decision-making | | increased ability-to démonstrate effectiveness of past actions

According to the ISO 9000:2015 document, the seven quality management principles are:
Customer focus

Leadership

Engagement of people

Process approach

Improvement

Evidence-based decision making

Relationship management

For each principle, the document provides a statement, a rationale, key benefits, and actions you
can take to apply the principle in your organization.

Based on the document, here is a possible way to match a potential benefit to each of the four
quality management principles you mentioned:

Table

Quality management principle

Potential benefit

Customer focus

Increased revenue and market share

Engagement of people

Enhanced trust and collaboration throughout the organization

Improvement

Enhanced drive for innovation

Evidence-based decision making



Increased ability to demonstrate effectiveness of past actions
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Answer: A (A —yt—T%#ET)

Comprehensive and Detailed In-Depth Explanation:

O

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.
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Select the words that best complete enten

PR e

In the context of a third-party audit, the amount of detail provided in the audit plan should reflect the and complexity ofithe audit/asmell as the i€k of Romadifeving the audit objectives.

To complete the sentence
appropriate blank section.

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

| .
| time scope management’s expectation requirements
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Answer:

7 A

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 1 and complexity of the audit, as well &s the fisk 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 inded and then elick on the appicable text from the option(s) below. Alternatively, drag and drop the option(s) to the
appropriate blank section,

Explanation:

According to the ISO 19011:2018 document, the audit plan should provide the basis for
agreement regarding the conduct and scheduling of the audit activities. The amount of detail
provided in the audit plan should reflect the scope and complexity of the audit, as well as the risk
of not achieving the audit objectives1. The scope of the audit refers to the extent and boundaries
of the audit, such as the audit criteria, the audit objectives, the organizational and functional units,
and the processes to be audited1. The complexity of the audit refers to the degree of difficulty or
intricacy of the audit, such as the number and diversity of the auditees, the audit criteria, the audit
methods, and the audit team composition2. The risk of not achieving the audit objectives refers to
the possibility that the audit may fail to provide reliable and sufficient audit evidence to support the
audit conclusions and report1.

Therefore, the complete sentence is:

In the context of a third-party audit, the amount of detail provided in the audit plan should reflect
the scope and complexity of the audit, as well as the risk of not achieving the audit objectives.
References: 1: ISO 19011:2018 - Guidelines for auditing management systems 2: Audit
Complexity - an overview | ScienceDirect Topics
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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. Alternatively you may drag and drop each of the following process names to the
descriptions:

| Calibration ‘ ‘ Evaluation | Sampling Monitoring | { Analysis ‘ | 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. I Calibration
The process by which a product or service is visually examined to determine conformity to requirements. I Evaluation
The process by which data is examined in detail to reach a specific answer or answers. 1 Analysis G ml

The process by which a parameter of a product or service is examined to determine aspécificvalug. I [tk ement I

To complete the table click on the blank section you want to compléte sa 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:

— W e |
Calibration | | Evaluation : [} Sampling ! { Monitoring “ Analysss 3 l Measurement: | J

Explanation:

Match the process descriptions below to the process names:

The process by which the accuracy of test equipment is checked against a known standard. =
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. = Analysis The process by which a parameter of a product or
service is examined to determine a specific value. = Measurement According to the ISO
9000:2015 - Quality management systems - Fundamentals and vocabulary, the definitions of the
process names are as follows:

Calibration: operation that, under specified conditions, in a first step, establishes a relation
between the quantity values with measurement uncertainties provided by measurement
standards and corresponding indications with associated measurement uncertainties and, in a
second step, uses this information to establish a relation for obtaining a measurement result from
an indication.

Evaluation: determination of the suitability, adequacy or effectiveness of an object to achieve
established objectives.

Analysis: detailed examination of the elements or structure of something.

Measurement: process to experimentally obtain one or more quantity values that can reasonably
be attributed to a quantity.

Therefore, the process descriptions can be matched to the process names based on these
definitions.

References:

ISO 9000:2015 - Quality management systems - Fundamentals and vocabulary
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Clause Reference - ISO 9001:2015 Clause 8.6 (Release of Products and Services):ISO 9001
requires that products and services are not released to the customer until:

* All planned verification activities have been completed.

* Acceptance criteria have been met.

* Any necessary approvals have been obtained.

In this scenario:

* The sacrificial anodes for Project DK were shipped before the galvanic efficiency test results
were analyzed.

* This constitutes a nonconformity against Clause 8.6 because the products were released
without completing the required tests.

Option Analysis:

* A. A retrospective concession was not sought from the customer once the test results had been
approved by the Quality Manager:Incorrect. While obtaining a concession might mitigate the
situation, the nonconformity pertains to the process failure of releasing the products without
completing required tests, not the absence of a concession.

* B. Release of the product without acceptable test results has been accepted by the customer for
Project DK:Incorrect. The customer was not informed before the release, and there is no
indication that this was accepted beforehand. Furthermore, ISO 9001 requires planned processes
to be followed, regardless of later acceptance.

* C. Products for Project DK have been released before product approval through the quality
control process:Correct. This description accurately reflects the nonconformity. The quality control
process required test results to be analyzed and verified before release, which did not happen.

* D. The untested product was not recalled until the galvanic efficiency of the anodes was verified:
Incorrect. The issue is not about recalling the product but about releasing it without completing
the required tests. Recalling the product is not mentioned in the scenario.

Why C is Correct:

* The nonconformity is a clear breach of Clause 8.6, where the products were released without
meeting the planned verification requirements.

* This demonstrates a failure in adhering to quality control processes, which is a critical aspect of
ISO


https://www.jpnpdf.com/PECB.ISO-9001-Lead-Auditor-JPN.v2025-05-20.q82-mondaishu.html

9001 compliance.

Key ISO 9001 Reference:

* Clause 8.6: Products and services shall not be released to the customer until all planned
activities (e.g., testing) have been satisfactorily completed, or the customer has approved the
release with knowledge of deviations.
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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 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.
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*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
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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.
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Comprehensive and Detailed In-Depth Explanation:

ISO 9001:2015 emphasizes the importance of communication as part of an effective Quality
Management System (QMS).

Clause References:

* Clause 7.4 (Communication): This requires organizations to establish what, when, with whom,
and how communication should take place to ensure effectiveness.

* Quality Management Principle - Engagement of People: Effective communication allows
stakeholders (employees, suppliers, customers) to fully participate and contribute to quality
objectives.

Why is the Correct Answer A?

* Appropriate communication means ensuring that messages are clear, relevant, and accessible
to the intended audience.

* Different stakeholders (employees, customers, regulatory bodies, suppliers) may require
different formats, languages, or media to ensure they fully understand and engage.

* This aligns with ISO 9001:2015, which emphasizes that communication must be tailored to the
needs of the recipient for maximum effectiveness.

Why are the Other Options Incorrect?
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* B (Timely responses) # Important but does not specifically refer to appropriateness in
communication.

* C (Communicating processes and assumptions to all interested parties) # Communication
should be relevant; sharing all details might not be necessary or appropriate.

* D (Only top management handling external communication) # Communication must be
distributed across relevant functions, not restricted to leadership.
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Responsibilities of the Audit Team Leader:ISO 19011:2018 (guidelines for auditing management

oo w>»

systems), which supports the principles in ISO 9001:2015, specifies the responsibilities of an
audit team leader. These responsibilities include:

* Planning the audit and establishing effective communication between the audit team and
auditee.

* Ensuring that formal communication channels are agreed upon and followed.

* Reporting the audit progress, significant findings, and any concerns to the auditee or audit client
as necessary.

* Managing the audit team and ensuring adherence to the defined objectives and scope.
Analysis of Options:

* A. Reporting unattainable audit objectives to the accreditation body:Incorrect. This is not the
responsibility of the audit team leader. The accreditation body oversees the certification body and
is not directly involved in specific audits. If objectives are unattainable, the audit team leader
would report them to the audit client (the certification body), not the accreditation body.

* B. Planning formal communication arrangements:Correct. This is one of the responsibilities of
the audit team leader. They ensure auditees can communicate with auditors as needed during the
audit process.

* C. Confirming communication channels during the opening meeting:Correct. During the opening
meeting, the audit team leader must establish clear communication protocols to ensure effective
information exchange between the audit team and auditee.

* D. Communicating progress, findings, and concerns:Correct. Keeping the auditee and audit
client informed about progress and significant findings is a critical responsibility of the audit team
leader to maintain transparency and ensure the audit objectives are met.
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Why Option A is Correct:The audit team leader does not have any obligation to report
unattainable objectives to the accreditation body. Instead, they are responsible for communicating
issues to the audit client (typically the certification body). The accreditation body operates at a
higher level and is concerned with overseeing certification bodies, not individual audits.

Relevant References:

*1SO 19011:2018, Clause 6.4 (Conducting the Audit): Emphasizes the responsibilities of the audit
team leader, including communication with the auditee and client.

*1SO 9001:2015, Clause 9.2 (Internal Audit): Highlights the importance of planning and
communication during audits, which is reflected in third-party audits as well.
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Comprehensive and Detailed In-Depth Explanation:According to ISO 19011:2018, Clause 6.2.2
(Audit Planning):

* The audit team leader is responsible for planning the audit and assigning roles.

* Top management (A) does not plan the audit, but they provide resources.

* While team members may provide input, the leader has the final authority.

Thus, B is the correct answer.
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Comprehensive and Detailed In-Depth Explanation:

Understanding Audit Stages Based on ISO/IEC 17021-1:2015

ISO certification audits consist of two main stages:

* Stage 1 Audit (Readiness Review)

* The organization's documented information is reviewed to assess readiness for Stage 2.

* This ensures that the QMS is developed, implemented, and prepared for full assessment.

* Stage 2 Audit (On-Site Evaluation)

* Auditors assess process implementation and effectiveness through interviews, observations,
and evidence collection.

* The audit team verifies if the organization meets ISO 9001 requirements in practice.

Why is the Correct Answer B?

* The audit team reviewed ME's documents, which is a Stage 1 activity.

* The audit team performed interviews, sampling, and on-site verification, which is a Stage 2
activity.

* There was no mention of an audit follow-up or a surveillance audit, which occur post-
certification.

Why are the Other Options Incorrect?

* A (Audit follow-up and Stage 1 Audit) # Follow-up audits occur after certification, which was not
the case here.

* C (Stage 2 Audit and Surveillance Audit) # Surveillance audits are post-certification audits and
were not conducted yet.
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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.
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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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Comprehensive and Detailed In-Depth Explanation:

A combined audit is when multiple management systems (e.g., ISO 9001 for Quality, ISO 14001
for Environmental Management, and ISO 45001 for Occupational Health & Safety) are audited
together in a single organization.

Clause References:

*1S0O 19011:2018, Clause 5.4 - Combined Audits:
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* A combined audit is performed when two or more management systems are assessed
simultaneously at the same auditee.

Why is the Correct Answer A?

* A combined audit reduces duplication of effort by auditing multiple standards together at a single
organization.

* Example: A company certified to both ISO 9001 and ISO 14001 can have one audit covering
both standards.

Why are the Other Options Incorrect?

* B (Two or more auditing organizations cooperating on a single auditee) # This is a joint audit,
not a combined audit.

* C (Two or more management systems audited at multiple auditees) # This is a multiple-site
audit, not a combined audit.
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Comprehensive and Detailed In-Depth Explanation:ISO 9001:2015, Clause 4.3 (Determining the
Scope of the Quality Management System) states that when determining the QMS scope, an
organization must consider:

* External and internal issues (Clause 4.1)

* The needs and expectations of interested parties (Clause 4.2)

* The products and services provided by the organization

In the scenario, Bell only considered top management's input, which fails to address Clause 4.2
(interested parties' expectations)-such as customers, suppliers, and regulatory authorities.
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Answer: AB (A —vt—U%&Y)

The individual(s) managing the audit programme and the auditee are both roles that contribute to
the audit outcomes. The individual(s) managing the audit programme are responsible for
planning, conducting, and reporting on the audit activities, as well as ensuring that they are
aligned with the organization's quality objectives and risk management processes1. The auditee
is the person or entity that is subject to an audit, and their participation, cooperation, and
feedback are essential for achieving a successful audit outcome2. References:

ISO 9001 Lead Auditor Reference Materials

ISO 9001 Lead Auditor Candidate Handbook

ISO 9001 Lead Auditor Course Material

ISO 9001 Lead Auditor Training Course IRCA Certified
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According to ISO 19011:2018, clause 6.6.2, a nonconformity is the non-fulfilment of a
requirement. A nonconformity can be classified as either major or minor, depending on the nature
and extent of the deviation from the audit criteria. A major nonconformity is a nonconformity that
affects the ability or the integrity of the organization's management system to achieve the
intended results. A minor nonconformity is a nonconformity that does not affect the ability or the
integrity of the organization's management system to achieve the intended results, but is a
deviation from the audit criteria1.

According to ISO/IEC 17021-1:2015, clause 9.4.9, the organization is required to analyze the
cause and describe the specific correction and corrective actions taken, or planned to be taken, to
eliminate detected nonconformities, within a defined time. The organization is also required to
provide the certification body with records and evidence of the implementation and effectiveness
of the correction and corrective actions taken. The certification body will then verify the correction
and corrective actions taken by the organization and decide on the certification status2.
Therefore, the two options of when the organization is required to act in response to reported
findings are D and F, as they indicate the presence of nonconformities that need to be corrected
and prevented from recurring. The other options are not correct, as they do not require the
organization to act in response to reported findings:

*A. A recommendation is given in the report: A recommendation is a suggestion for improvement
that is not related to a nonconformity. A recommendation is not binding for the organization and
does not affect the certification status. The organization may choose to accept or reject the
recommendation, but it is not required to act on it.

*B. A finding of good practice is reported: A finding of good practice is a positive observation that
indicates a strength or a best practice of the organization's management system. A finding of
good practice is not related to a nonconformity and does not affect the certification status. The
organization may choose to acknowledge or share the finding of good practice, but it is not
required to act on it.

*C. An opportunity for improvement is raised: An opportunity for improvement is a potential area
where the organization's management system can be enhanced or optimized. An opportunity for
improvement is not related to a nonconformity and does not affect the certification status. The
organization may choose to pursue or ignore the opportunity for improvement, but it is not
required to act on it.

*E. A finding of conformity is reported: A finding of conformity is a confirmation that the
organization's management system fulfils the audit criteria. A finding of conformity is not related to
a nonconformity and does not affect the certification status. The organization may choose to
celebrate or communicate the finding of conformity, but it is not required to act on it.

References: ISO 19011:2018(en), Guidelines for auditing management systems, ISO/IEC
17021-1:2015(en), Conformity assessment - Requirements for bodies providing audit and
certification of management systems

- Part 1: Requirements
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Answer: BEF (A —vyt—L%EY)

According to clause 8.3 of ISO 9001:2015, the organization should establish, implement, and
maintain a design and development process that is appropriate to ensure the subsequent

I GmMmOoOOoO

provision of products and services. The design and development process should include the
following activities:

*Determining the requirements for the products and services to be designed and developed,
considering the intended use, the statutory and regulatory requirements, the customer and other
relevant interested parties' needs and expectations, and the potential risks and opportunities.
*Defining the design and development objectives, stages, responsibilities, and authorities, and
ensuring the availability of adequate resources and competence.

*Implementing design and development controls, such as reviews, verification, and validation, to
ensure that the design and development outputs meet the design and development inputs, and to
identify and resolve any problems or errors.

*Maintaining documented information on the design and development inputs, outputs, reviews,
verification, validation, and changes, and ensuring the traceability and conformity of the products
and services to the requirements.

*Managing the design and development changes, by identifying, reviewing, and controlling them,
and evaluating their effects on the products and services and the QMS.


https://www.jpnpdf.com/PECB.ISO-9001-Lead-Auditor-JPN.v2025-05-20.q82-mondaishu.html

In this case, the evidence statements that provide a meaningful audit trail for the design and
development process are B, E, and F, because they relate to the design and development
controls, the documented information, and the verification activities that are required by the
standard. These options can help the auditor to assess the effectiveness and conformity of the
design and development process, and to identify any nonconformities or opportunities for
improvement. The other options are not directly related to clause 8.3, although they may be
relevant for other aspects of the QMS, such as clause 7.2 on competence, clause 7.3 on
awareness, clause 7.4 on communication, clause 8.2 on requirements for products and services,
clause 8.4 on externally provided processes, products, and services, and clause 8.7 on control of
nonconforming outputs.

References: ISO 9001:2015, ISO 9001 Auditing Practices Group Guidance on Design and
Development, ISO

9001 Clause 8.3 Design and development of products and services

TR
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A —EHOTESFHEESYIC (FEBID) BRAYT TOELAREREINT XELLEh
Hhot=,
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Answer: A (A —vyt—T%EY)
Comprehensive and Detailed In-Depth Explanation:Minor nonconformities are isolated issues that
do not significantly impact the QMS but still require correction.
* Failure to close nonconformities on time (Answer A) is a procedural issue and is considered
minor unless it leads to repeated failures.
Major nonconformities include:
* Lack of top management commitment (Answer B), which affects leadership and strategic
direction.
* Failure to take corrective actions for recurrent issues (Answer C), which indicates systemic
failure.
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Answer: B (A —vyt—T%EY)

Comprehensive and Detailed In-Depth Explanation:

An audit's feasibility must be assessed using multiple factors, not just resource availability.
Clause References:

*1SO 19011:2018, Clause 5.3 - Establishing the Audit Program: Requires consideration of
logistical, technical, and cooperation factors when assessing audit feasibility.

*ISO/IEC 17021-1:2015, Clause 9.1.3 - Determining Feasibility of the Audit: Requires evaluating
more than just resources to ensure a successful audit.

Why is the Correct Answer B?

* Audit feasibility should consider:

* Availability of information (documents, records).

* Cooperation from the auditee.

* Operational conditions that might affect the audit.

* Scope and complexity of the QMS being audited.

* Resource availability alone is not enough to determine feasibility.

Why are the Other Options Incorrect?

* A (Top management determines feasibility) # Incorrect because feasibility is determined by the
certification body, not the auditee.

* C (Resources alone are sufficient) # Incorrect because other key factors must be evaluated.

* D (Final authority lies with the audit leader) # Incorrect because ISO requires multiple factors to
be considered, not just an auditor's decision.
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Answer: AB (A —vt—U%EY)

According to ISO 9001:2015, clause 7.2, an auditor shall have the competence to:
* Understand the requirements of ISO 9001 and how they relate to the audit

* Understand the organization's quality management system and its processes

O 0

m m

* Understand the applicable legal, regulatory, contractual and other requirements that affect the
audit

* Understand the needs and expectations of interested parties other than customers

* Plan and conduct audits in accordance with ISO 19011

* Evaluate audit evidence and draw appropriate conclusions

* Communicate audit findings effectively1

Therefore, knowledge of ISO 9001 requirements and ISO 19011 audit principles are essential for
every member of an audit team auditing an ISO 9001 quality management system.
References:

* SO 9001:2015 - Quality management systems - Requirements

*1SO 19011:2018 - Guidelines for auditing management systems
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Answer: C (A —vt—T#ET)

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.
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* Understanding the Purpose of a Quality Management System (QMS):The primary objective of
ISO 9001:2015 is to improve the overall performance of the organization by:

* Ensuring consistent delivery of products and services that meet customer and regulatory
requirements.

* Focusing on enhancing customer satisfaction.

* Promoting continual improvement of the organization's processes and practices.
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Answer: C (A —vyt—T%EY)

Comprehensive and Detailed In-Depth Explanation:

ISO 9001:2015 requires organizations to ensure that auditors have the necessary competence

and knowledge to conduct audits effectively.

Clause References:

*1SO 19011:2018, Clause 7.2.1 - Determining Competence of Auditors: Auditors must have

knowledge of applicable legal and regulatory requirements that affect the scope of the audit.

* ISO/IEC 17021-1:2015, Clause 7.1.2 - Competence Requirements: Certification bodies must

ensure that auditors assigned to the audit team possess relevant knowledge in areas such as

legal and regulatory compliance.
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Why is the Correct Answer C?

* Each audit team member should have sufficient knowledge of relevant legal and regulatory
requirements to ensure compliance.

* This helps auditors identify gaps or nonconformities related to compliance obligations.

* Having multiple team members with knowledge reduces reliance on a single expert and ensures
a comprehensive assessment.

Why are the Other Options Incorrect?

* A (Only one team member needs knowledge) # Incorrect because audits involve various
aspects, and all auditors should have basic awareness of legal and regulatory requirements.

* B (Legal knowledge is not necessary) # Incorrect because compliance is essential for QMS
effectiveness.

* D (Only the lead auditor needs legal knowledge) # Incorrect because 1SO requires all auditors to
be competent in applicable laws, not just the leader.
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You are the supenvisor In Production of a medium size manufacturing organisation. You are qualified as an internal audiipedhaOuality Manageiasks you to leadtne next igiemabaudit oF Proouction and Logistics /
Dispatch. The audit team includes two other inbernal auditors.

*If practicable
*¥ou should not ...
You need not

Yious must

Your miust not

o should

To complete the sentences click on the blank section you want to complete so it is hghiiahted in red and then click on the applicabie fext from the aptions below. Alternatively, drag and drop the options to the

apgpropriate blank section.

audit production camy out a formal opening mesting raise audit findings if necessary change the audit team send the audit report to the Quality Manager
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Answer:

You are the supervisor in Production of a mégitim Size manufacturipg oruarl;.atlpn‘ Yoware qualified as an intemnal auditor. The Quality Manager asks you to lead the next intemal audit o-! !raudm and Logistics /
Dispatch, The audit team includes two othefintemia! aud) oSy

*if practicable

*You should not ... | audit production !
pn=s oty
== ———y

Youneednat ... change the audit team |

You must .. | raise audit findings if necessary :

You must ot send the audit report to the Quality Manager
Vou shockd | carry out a formal opening meeting |
To complete the sentences click on the blank section you want to complete so it is highlighted in red.@ind thien clieklen the applicable text from the options below. Alternatively, drag and drop the options to the

appropriate blank section.

——— PN Em e e e wm wa) [ e = . ———

| audit production | ! carry out a formal opening meeting | hra‘wse audit findings if necessary | }]chanqe the audit team‘ ' send the audit report to the Quality Manager |
I . J |

Explanation:

Here is the correct matching of actions to the statements in the context of leading the internal
audit:

* If practicablecarry out a formal opening meeting

* You should notaudit production (as you are a supervisor in that area, and this would
compromise audit objectivity)

* You need notchange the audit team (unless there is a specific reason, such as conflict of
interest)

* You mustraise audit findings if necessary (this is a key responsibility of an auditor when
nonconformities are found)

* You must notsend the audit report to the Quality Manager (the audit report must be reviewed
first; it is typically part of the internal audit process to go through necessary channels before final
submission)

* You shouldsend the audit report to the Quality Manager (after appropriate reviews and
approvals) This reflects key principles of conducting an internal audit according to ISO
9001:2015, ensuring objectivity, proper documentation, and clear reporting procedures.
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Answer: AB (A —vyt—T%EY)
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In a third-party certification audit, auditors are responsible for maintaining confidentiality as part of
their professional duties. Here's how they can demonstrate it:

* A. Adhere to the CQI Professional Code of Conduct: The CQI (Chartered Quality Institute) Code
of Conduct outlines ethical principles, including confidentiality. Auditors must adhere to
professional standards, ensuring sensitive information is protected and not disclosed improperly.
* B. Confirm the confidentiality arrangements with the auditee regarding the use of mobile devices
/cameras: Before using mobile devices or cameras, auditors must seek explicit permission from
the auditee and agree on confidentiality terms, preventing unauthorized recording or sharing of
sensitive information.

Options C, D, and E involve breaching confidentiality and are not acceptable practices in an ISO
9001:2015 certification audit. Sharing sensitive information, removing evidence without consent,
or discussing it with unauthorized parties violates audit principles and the standard's
confidentiality requirements.

= HfERE: 79

FZEBEBEOXARTE, EEMHEICEFNACENAFESINGVEELERLET,
A.BEBEXRELG DY A FO#

B. EEBHERIZNT SR

C. DR EE~ DI

D. EED#

Answer: C (A —vyt—T%REY)

According to ISO 19011:2018, clause 6.3.2, the audit plan is a document that provides the basis
for agreement regarding the conduct of the audit. The audit plan should include the following
information1:

*the audit objectives, scope and criteria

*the audit team members and their roles and responsibilities

*the audit schedule, including the date, time and location of each audit activity

*the expected time and duration of meetings and interviews

*the allocation of appropriate resources to critical areas of the audit

*the identification of the audit client and the auditee

*the identification of the guides and observers, if any

*the documents and records to be reviewed before and during the audit

*the audit methods and tools to be used

*the audit language and terminology

*the audit report content, format, distribution and expected completion date

*the risk to achieving audit objectives and the contingency plan, if any Therefore, the issue which
is not expected to be included in the audit plan is C, expectations of the organisation's
management. This issue is not relevant to the conduct of the audit, as the audit is based on the
audit criteria, not on the management's expectations. The management's expectations may be
considered during the audit initiation or the audit programme management, but they are not part
of the audit plan.
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References: ISO 19011:2018(en), Guidelines for auditing management systems, How to create
an ISO 9001 internal audit plan - Advisera
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According to ISO 9001:2015, clause 9.1.1, the organization is required to determine what needs
to be monitored and measured, the methods for monitoring, measurement, analysis and
evaluation, as applicable, to ensure valid results, and when the monitoring and measuring shall
be performed. The organization is also required to retain appropriate documented information as
evidence of the results.

Therefore, in the scenario given, the organization should have planned for monitoring and
measuring the billet temperature, as it is a critical factor for the quality of the product and the
process. The organization should also have established a procedure that provides instruction in
taking billet temperature, using the pyrometer or other suitable methods, to ensure consistency
and accuracy. The organization should also have performed periodic analysis of the results of
temperature checks, to identify trends, problems, and opportunities for improvement.

Hence, the options that would provide evidence of conformance with clause 9.1.1 of ISO 9001 are
A, E, and F, as they are aligned with the requirements of the clause. The other options are either
irrelevant or not directly related to clause 9.1.1, as they do not pertain to the monitoring and
measurement of the billet temperature.

References:
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ISO 9001:2015(en), Quality management systems - Requirements, clause 9.1.1 ISO
19011:2018(en), Guidelines for auditing management systems, clause 6.4.4 and 6.7.2 1ISO 9001
Lead Auditor Training Course | IRCA Certified | BSI, section "Learning objectives" ISO 9001 Lead
Auditor Course Material | 3FOLD Education Centre, module 5 and 6
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Comprehensive and Detailed In-Depth Explanation:

ISO 9001:2015 requires specific roles and responsibilities for audit leaders and certification
bodies.

Clause References:

*1SO 19011:2018, Clause 5.5 - Conducting the Audit: Defines audit team leader responsibilities.
*ISO/IEC 17021-1:2015, Clause 9.1.2 - Audit Planning: Defines certification body responsibilities,
including the certification agreement.

Why is the Correct Answer D?

* The certification agreement is signed between the certification body and the auditee (TD
Advertising).

* Anne (audit team leader) does NOT have authority to sign the agreement-that is the
responsibility of the certification body's management.

Why are the Other Options Incorrect?

* A (Establishing audit criteria and objectives) # Correct responsibility of the audit leader as per
ISO 19011.

* B (Determining audit feasibility) # Audit leaders assess feasibility but do not sign agreements.
* C (Assigning responsibilities for the audit team) # This is part of the audit leader's role in
planning audits.
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