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Comprehensive and Detailed In-Depth Explanation:

Completeness ensures that all necessary audit evidence, observations, and findings are properly
documented, which is critical for traceability and accountability in an audit.

While transparency and fair presentation are principles of auditing, completeness is specifically
related to maintaining audit work documents, as required in ISO 19011:2018, Clause 6.5.4
(Preparing Audit Work Documents).

Reference:

ISO 19011:2018, Clause 6.5.4 (Preparing Audit Work Documents)
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Comprehensive and Detailed In-Depth Explanation:

Group interviews allow auditors to gather more information in less time by:
* Obtaining input from multiple participants simultaneously.

* Encouraging discussions that might highlight inconsistencies.

* Reducing the number of individual interviews needed.

While auditors strive for fairness, equal time for each interviewee is not guaranteed, and paying
attention to each individual is more difficult in a group setting.

Reference:

ISO 19011:2018, Clause 6.4.6 (Conducting Interviews)
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Comprehensive and Detailed Explanation From Exact Extract:

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

"Determine what needs to be monitored and measured, the methods for monitoring,
measurement, analysis and evaluation needed to ensure valid results, and when results shall be

I G MmO

analyzed and evaluated." The goal is to ensure valid, reliable, and consistent measurement of
process and product performance. Here's how each correct option supports compliance:

# B. Analysis of the results of sensory tests

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

# G. Sensory testing results are recorded

This supports documented evidence of monitoring results, as required under 9.1.1(e), to verify
that quality checks (such as flavor and aroma assessments) are being done consistently.

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

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

Why the Other Options Are Incorrect or Less Relevant:

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

9.1.1).

* C. Independent expert review # Not part of regular monitoring unless it's built into the process.
* D. Respiratory testing # Irrelevant to product quality monitoring.

* E. Outsourcing # Would shift responsibility but doesn't demonstrate internal conformance.
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* F. Safe disposal # Pertains to Clause 8.5.4 (Preservation), not Clause 9.1.1.

References:

ISO 9001:2015 Clause 9.1.1 - Monitoring, measurement, analysis and evaluation 1ISO 9001:2015
Clause 9.1.3 - Analysis and evaluation ISO 9001:2015 Clause 7.2 - Competence (for contrast)
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Comprehensive and Detailed In-Depth Explanation:

Auditors must focus on key processes that impact QMS effectiveness to ensure audit risks are
minimized.

Clause References:

*1S0O 19011:2018, Clause 6.3 - Managing Audit Risk: Auditors should prioritize critical processes
to obtain reasonable assurance.

Why is the Correct Answer A?

* Some processes are critical (e.g., production quality, customer complaints handling).

* If these material processes fail, the QMS could collapse.

Why are the Other Options Incorrect?

* B (Needs of internal parties) # Important, but not the primary focus for reducing audit risk.

* C (Previous audit results) # Useful for improvement but does not directly reduce current audit
risks

* D (Financial risks) # 1ISO 9001 focuses on quality risks, not financial risks.
Reference:
ISO 19011:2018, Clause 6.3 - Managing Audit Risk
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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.
Reference:

ISO 9001:2015, Clause 4.3 - Determining the Scope of the QMS

ISO 9001:2015, Clause 4.2 - Understanding the Needs and Expectations of Interested Parties
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Comprehensive and Detailed In-Depth Explanation:

ISO 19011:2018, Clause 5.1 (Impartiality) states that:

* Internal auditors must be independent of the processes they audit to ensure objectivity.

* Auditing one's own department introduces bias and is not permitted.

Thus, Sean must not allow the auditor to audit their own department.

Reference:

ISO 19011:2018, Clause 5.1 (Impartiality)
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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 appropniate 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 | | N\ ™

1EfiZ:
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'he first and last stages have been done for you

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

1. Establishing the audit programme objectives

Determining and evaluating the audit
programme risks and opportunities

3.  Establishing the audit programme
o= ‘e

I Initiating the audit |
- A

S Preparing all audit activity |

6. Conducting the audit activities
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_____________ - — 3 N -
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| Determining and evaluating the audit Initiati |iﬂlh¢a«ﬁ1 ]&:m th&@udit programme |m ring all audit activity
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|

| programme risks and opportunities

Explanation:
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mining and evaluating the audit programme nisk

Conducting the audit activities

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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Comprehensive and Detailed Explanation From Exact Extract:

Correct Option B - "Communicate a policy commitment to continual improvement" This aligns
directly with Clause 5.2.1(d) of ISO 9001:2015, which states that the quality policy shall include a
commitment to continual improvement of the QMS:

"Top management shall establish, implement and maintain a quality policy that... includes a
commitment to continual improvement of the quality management system." A clearly
communicated policy sets expectations and a strategic direction that cascades throughout the
organization, promoting a culture that values ongoing enhancement.

Correct Option F - "Use the management review process to identify improvements" This is based
on Clause 9.3.3 of ISO 9001:2015, which specifies that outputs of management reviews must
include decisions and actions related to:

"a) opportunities for improvement;

b) any need for changes to the quality management system;

C) resource needs."

The management review process is a structured mechanism to analyze data, monitor
performance, assess risks and opportunities, and drive continual improvement initiatives.

Why the Other Options Are Incorrect:

* A (Appoint external consultants to train staff): While training may help improve competence, ISO
9001 emphasizes internal process evaluation and strategic improvement. This option is not
directly aligned with the systematic improvement of the QMS.

m Mmoo
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* C (Require higher standards): Higher standards alone don't ensure continual improvement
unless supported by a structured QMS approach involving evaluation, planning, and
measurement.

* D (Require fewer mistakes): Unrealistic or unqualified demands like "make fewer mistakes" don't
support structured process-based improvement and may conflict with ISO's emphasis on risk-
based thinking and root cause analysis.

* E (Send Chief Executive on a course): While leadership involvement is vital (Clause 5), this
action by itself does not constitute a continual improvement mechanism for the QMS.
References:

ISO 9001:2015 Clause 5.2.1(d) - Establishing the Quality Policy

ISO 9001:2015 Clause 9.3.3 - Management Review Outputs

ISO 9001:2015 Clause 10.3 - Continual Improvement
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Comprehensive and Detailed In-Depth Explanation:

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

9001:2015 requirements.
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Clause References:

*1SO 19011:2018, Clause 6.4.6 - Audit Evidence: Audit evidence must be objective, verifiable,
and based on facts.

*1SO 9001:2015, Clause 9.1.1 - Monitoring, Measurement, Analysis, and Evaluation: Requires
organizations to collect and analyze data from multiple sources to verify effectiveness.

Types of Audit Evidence Collected in Scenario 3:

* Verbal Evidence - Employee interviews regarding training and awareness sessions.

* Documentary Evidence - Organizational charts, job descriptions, training records.

* Physical Evidence - Workplace observations to assess working conditions.

Why is the Correct Answer B?

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

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

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

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

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

Reference:

ISO 19011:2018, Clause 6.4.6 - Audit Evidence

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

Reference:

ISO 19011:2018, Clause 6.2.2 (Audit Planning)
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Comprehensive and Detailed In-Depth Explanation:

ISO 9001:2015 emphasizes continual improvement as a fundamental requirement of an effective
Quality Management System (QMS).

Clause Reference:

* Clause 4.4.1 (Quality Management System and Its Processes) states that organizations must:
* Determine processes needed for the QMS

* Establish criteria and methods for process effectiveness

* Ensure continual improvement of the system

Why is the Correct Answer C?

* Continual improvement is a core principle of ISO 9001.

* Organizations must regularly assess and enhance their QMS to adapt to new challenges and
maintain effectiveness.
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Why are the Other Options Incorrect?

* A (To change the QMS quarterly) # ISO 9001 does not mandate a specific frequency for system
changes.

* B (To review the QMS annually) # QMS reviews must be conducted as needed, not strictly
annually.

* D (To conduct a QMS gap analysis every two years) # Gap analysis is useful but is not a
mandatory requirement under Clause 4.4.

Reference:

ISO 9001:2015, Clause 4.4 - Quality Management System and Its Processes
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Comprehensive and Detailed In-Depth Explanation:

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

Clause References:

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

* Auditors must have knowledge of risk-based thinking to assess risk impact on processes.
*1S0O 9001:2015, Clause 0.3.3 - Risk-Based Thinking:

* The standard emphasizes proactive risk management, which auditors must understand.
Why is the Correct Answer B?

* Risk-based auditing ensures audits focus on high-risk areas, improving audit effectiveness.
* Auditors must assess how organizations apply risk-based thinking in decision-making, process
control, and improvement.

Why are the Other Options Incorrect?

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

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

* D (Formal degree in quality management) # ISO does not require a formal degree, just
competence in audit principles and methods.

Reference:

ISO 19011:2018, Clause 7.2.3 - Determining Auditor Competence

ISO 9001:2015, Clause 0.3.3 - Risk-Based Thinking
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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.
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* Systematic sampling selects samples at fixed intervals, which does not ensure proportional
representation of both groups.

* Block selection sampling is used when focusing on a specific time period or section, which does
not apply here.

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

Reference:

ISO 19011:2018, Clause 6.4.5 (Sampling Methods in Auditing)
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When an organization wishes to extend the scope of their current certification to include new
services or activities, such as the printing and compilation of computer documentation packages,
it requires an extension to the scope of the audit. This involves a formal application process with
the certification body to ensure that the new activities are included in the audit plan and that the
organization's quality management system encompasses these new processes12. References: =
The answer is based on the ISO 9001 Auditing Practices Group guidance on scope and
applicability, which outlines the need for a formal application process when there is a change in
the scope of the quality management system that affects the certification1. Additionally, the UKAS
guide on the extension to scope (ETS) process provides information on how changes to the
scope, including the addition of new services, require a formal application2.
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Explanation:

Responsibility

Approve Certification Body Accpeditation Body

Award certification Certification Body

Recommend certification . Audit Team Lead

Maintain certification Auditee organisation

* Approve Certification Body: Accreditation Body

* Award certification: Certification Body

* Recommend certification: Audit Team Leader

* Maintain certification:

Comprehensive Detailed Explanation

In the context of a third-party ISO 9001 audit, different entities play specific roles in the
certification process.

Here's a detailed explanation of the responsibilities:

* Approve Certification Body: Accreditation BodyThe Accreditation Body is responsible for
approving Certification Bodies. Accreditation Bodies are independent entities that evaluate the
competence of Certification Bodies, ensuring they meet international standards like ISO/IEC
17021, which sets out the criteria for bodies providing audit and certification of management



systems. In this role, they confirm that the Certification Body is capable of conducting ISO 9001
audits and granting certifications in accordance with international guidelines.

* Award Certification: Certification BodyThe Certification Body is the entity that ultimately awards
the certification to an organization after verifying that it meets the ISO 9001 standards.
Certification Bodies conduct audits, either directly or through a team of auditors, and based on the
audit outcomes, they issue the certification, indicating that the organization complies with ISO
9001.

* Recommend Certification: Audit Team LeaderThe Audit Team Leader is responsible for leading
the audit and making a recommendation to the Certification Body. This recommendation is based
on the audit findings-whether the organization meets the 1ISO 9001 requirements or if there are
areas of non- compliance that need corrective action. The final decision on certification is not
made by the Audit Team Leader but by the Certification Body.

* Maintain Certification: Certification BodyMaintaining certification refers to the ongoing process of
ensuring that an organization continues to comply with ISO 9001 requirements. The Certification
Body conducts regular surveillance audits (e.g., annually) and may also perform recertification
audits (typically every three years). This ongoing monitoring ensures that the certified
organization continues to adhere to the quality management standards over time.

This breakdown clearly assigns responsibility based on the defined roles of Accreditation Bodies,
Certification Bodies, and Audit Teams in the ISO 9001 certification process.
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Questions no: 16 Verified = 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.
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Comprehensive and Detailed In-Depth Explanation:

ISO 9001:2015 is based on seven quality management principles, one of which is Relationship
Management. This principle emphasizes the importance of maintaining open communication and
collaboration with interested parties, including suppliers and customers.

Clause 7.4 (Communication) requires organizations to determine what, when, with whom, and
how communication should take place. Since AL-TAX failed to ensure clear communication
channels, it did not adhere to this principle. Effective relationship management helps improve
supply chain performance, customer satisfaction, and overall QMS effectiveness.

Reference:

ISO 9001:2015, Clause 7.4 - Communication

ISO 9001:2015, Quality Management Principles - Relationship Management
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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.
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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.

Reference:

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

ISO 19011:2018, Clause 5.3 - Establishing the Audit Objectives
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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.

Reference:

ISO/IEC 17021-1:2015, Clause 9.3.1 - Initial Certification Audit (Stage 1 & 2)
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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
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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.

*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 6.4.6 (Conducting Interviews), group interviews should be
conducted with at least two auditors to ensure objectivity and accuracy.

* This prevents bias or misinterpretation of responses.

* It allows for cross-validation of information.

* It ensures that the audit results remain objective and impartial.


https://www.jpnshiken.com/q/60247-5400151/

Since Li Na conducted the group interviews alone, she did not follow audit best practices. The
correct approach would have been to have another auditor present during the interviews.
Reference:

ISO 19011:2018, Clause 6.4.6 (Conducting Interviews)
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1ISO 9001 DFEFEZ MO THEFEL LI ELTWAHHBTEEZEREL TULVET, COMBTIL BE
BICBELRL2ICATAHINL—=UJZRBLTVWET, bL—=2F O—X(E, 2AKREF:
FA T4 TRESADIZLAI—R FEEBREDERICTELDETHREITIA X EINz0—X
ELTRHEEENFT,

CDBXFE—DF T ANLEESINTHEY, FL—Z VT2 RBIIDFERENTHEITE
E#TY,

TEHEDESYEERIMEIRELEL=,1SO 9001 £IE 8 DIFMEEERIME— BT S
Ly,

Audit evidence 150 9001 Clause 8 extract

Three subcontract trainers who had delivered training were not approved as
defined in procedure SA1 Supplier Approval revision 3.

A training programme for a customer was not documented as required in
procedure TD 2 Training revision 2.

One trainer had not recorded the damage to a customer’s training room wall
caused by using sticky tape to hang training aids, as required in procedure TD 2
Tralning revision 2.

Five sales orders had no record of having been reviewed to verify the ability to

provide these courses,

To complete the table click on the blank section you want tocomplete so it is highlighted irred and then dlick on the IS0 9001 clause 8 extracts listed below. Alternatively, you may drag and drop each IS0 9001 Clause 8
extract listed with the audlt evidence that applies.

I "8.4.1 ...shall apply criteria for ... external providers...” | "8.3.5 ...shall retain documented information on design "8.5.3 ...shall retain documented information on what
and development outputs.” has occurred.”

Audit evidence 150 9001 Clause 8 extract

Three subcontract trainers who had delivered training were not approv
defined in procedure SA1 Supplier Approval revision 3.

2‘1 "8.4.1 ..shall apply criteria for ... external providers..” |

A training programme for a customer was not documented as required it “8.3.5 ...shall retain documented information on design
procedure TD 2 Training revision 2. and development outputs.”

One trainer had not recorded the damage to a customer’s training room’

"8.5.3 ...shall retain documented information on what

caused by using sticky tape to hang training aids, as required in proced:
has occurred.”

Training revision 2. -

Five sales orders had no record of having been reviewed to verify the abil

il Wheds s "8.2.3.1 ...shall conduct a reyiew befora gmmitting..."

To complete the table click on the blank section you want te complete so it is highlighted infled@ndithenglick on the IS0 9001 clause 8 extracts listed below. Alternatively, you may drag and drop each IS0 9001 Clause 8
extract listed with the audit evidence that applies.

I —— -
1 "8.3.5 ._shallgétaindecumented information on design | | "8.5.3 .. shall retain documented information on what !
f

= N —

Explanation:
Here is the correct matching of the ISO 9001 Clause 8 extracts to the audit evidence:



* Audit evidence: Three subcontract trainers who had delivered training were not approved as
defined in procedure SA1 Supplier Approval revision 3.1ISO 9001 Clause 8 extract: 8.4.1 ...shall
apply criteria for

... external providers...(This clause requires the organization to control external providers,
including ensuring their approval and competence.)

* Audit evidence: A training programme for a customer was not documented as required in
procedure TD

2 Training revision 2.ISO 9001 Clause 8 extract: 8.3.5 ...shall retain documented information on
design and development outputs.(This clause addresses the need to retain documented
information related to design and development outputs, such as a training programme.)

* Audit evidence: One trainer had not recorded the damage to a customer's training room wall
caused by using sticky tape to hang training aids, as required in procedure TD 2 Training revision
2.1SO 9001 Clause 8 extract: 8.5.3 ...shall retain documented information on what has occurred.
(This clause relates to retaining documented information on activities and outcomes, including
records of damage or issues encountered.)

* Audit evidence: Five sales orders had no record of having been reviewed to verify the ability to
provide these courses.ISO 9001 Clause 8 extract: 8.2.3.1 ...shall conduct a review before
committing...(This clause specifies the requirement to review and verify the organization's ability
to meet customer requirements before accepting sales orders.) These mappings reflect the
specific requirements of ISO 9001:2015 for managing external providers, retaining documented
information, and reviewing contracts.
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According to the ISO 9001:2015 standard, clause 6.2.1 requires organizations to establish quality
objectives at relevant functions, levels, and processes needed for the quality management
system. The quality objectives must be consistent with the quality policy and the strategic
direction of the organization. The quality objectives must also be measurable, monitored,
communicated, and updated as appropriate.

In this scenario, the Quality Manager of XYZ Corporation has set quality objectives for every
employee in the organization except top management. This has created a lot of resistance to the
QMS, and the Chief Executive is asking questions about the cost and the method of setting
objectives. The Quality Manager asks for your opinion as an auditor on whether this is the correct
method of setting objectives.

As an auditor, you cannot provide advice to the organization on how it should operate its QMS.
Your role is to assess the conformity and effectiveness of the QMS against the requirements of
the standard and the organization's own policies and objectives. Therefore, you should respond
with the following options:

B: Advise the Quality Manager to read the ISO 9001 standard and interpret in relation to the
organization's requirements: You can suggest that the Quality Manager should familiarize himself
with the requirements of clause 6.2.1 and understand how they apply to his organization. He
should also consider the context and the needs and expectations of interested parties when
setting quality objectives. He should ensure that the quality objectives are aligned with the quality
policy and the strategic direction of the organization.

C: Advise the Quality Manager that you will raise an opportunity for improvement if the quality
objectives are not addressed properly: You can inform the Quality Manager that you will evaluate
the quality objectives during the audit and check whether they meet the requirements of clause
6.2.1. If you find any gaps or weaknesses in the quality objectives, you will raise an opportunity
for improvement to help the organization improve its QMS. You will also verify whether the quality
objectives are monitored, communicated, and updated as appropriate.

D: Inform the Quality Manager that you will comment on the subject in your audit report: You can
inform the Quality Manager that you will document your findings and observations on the quality
objectives in your audit report. You will also provide a summary of the audit results and any
recommendations for improvement.

You will also indicate the level of conformity and effectiveness of the QMS.

These three options would help you to maintain your impartiality and professionalism as an
auditor and to provide constructive feedback to the organization
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Questions no: 1 Verified : = C, D, E Comprehensive But Short Explanation: = Potential threats to
impartiality in an audit context include familiarity (having a close relationship with the auditee),
intimidation (being coerced or feeling pressured), and self-audit (auditing one's own work). These
factors can compromise the auditor's objectivity and the audit's integrity. References: = The
information is based on the ISO 9001 Auditing Practices Group documents which discuss threats
to auditor impartiality and how they may compromise an auditor's objectivity123.
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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.

Reference:

ISO 9001:2015, Clause 9.2 (Internal Audit)
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IEfE: (EfEZRRLET)

ISO/IEC 17021-1 is the standard that specifies requirements for bodies providing audit and
certification of management systems. It includes provisions for determining audit time for third-
party certification audits, ensuring that the audits are conducted in a consistent, comparable, and
reliable manner, which can be applied to a variety of management systems, including 1ISO 9001.
References: ISO/IEC 17021-1; IAF Mandatory Document for the Determination of Audit Time of
Quality and Environmental Management Systems Certification
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You decide to raise a nonconformity. D
[ Nonconformity report
| -

| 1S0 9001 Clause Number:

[ Nature of problem: ]

| IS0 9001 requirement that has not been fulfilled:

To complete the nonconformity report dick on the biank section you want te complete so it s highfighted in red and then dlick an the applicable text
from the options balow. Alfemativaly, drag and drop the options to the appropriate biank saction.

The organisation has not determined the The organisation has not ensured that persons IS0 9001 - “The organization chall snsure
necessary competence of the Regulatory doing.wvork under the organisation’s contral are that persons are competent on the basis of
Experts with respect to relevant regulatory aware of relevant quality objectives. appropriate education, training, or experience.”

requirements. i

I 712 The business has not maintained its 716

organisational knowledge.

150 9001 - "The organization shall determing 150 9001 - “The arganization shall determine 72

and provide the persons necessary for the the knowledge necessary for the operation of
effective implementation of its quality its processes and to achieve conformity of
management system.” products and services.”
1IEfiZ:
L e, T Sy ke
You decide to raise a nonconformity.
Nonconformity report
IS0 9001 Clause Number: i The organisation has not determined the

Fal -

IS0 9001 - "The organization shall determine
= = and provide the persons necessary for the it
effective implementation of its quality 1

manzagement system.”
To complete the nonconformity report click on the blank section Yol—rrarrrocermprevesorerermgrry e 1EN Click.on the applicable text

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

Nature of problem: I

1S0 9001 requirement that has not been fulfilled: i

— e o e o e e e e e

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

The organisation has not determined the
necessary competence of the Regulatory

The rganisation has not ensured that persons
“doing work under the orgznisation’s control are
: aware of relevant quality objectives.

Experts with respect to relévant regulatory
requirements,

7.1.2 | The business has not maintained its 7.1.6
organisational knowledge. |

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




Nonconformity report

150 9001 Clause Number:

et b .
Nature of problem: The organisation has not determlngd the necessary
competence of the Regulatory Experts with respect to relevant
regulatory requirements.

ISO 9001 - "The organization shall determi
the persons necessary for the effective implefMentation
quality management system.”

IS0 9001 requirement that has not been fulfilled:
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p=ll

Requirements Records

Define product requirements |

Criteria for selection | 00

Evaluation of potential external provider |

External provider selection |

Communicate requirements |
Menitoring of performance | \
To complete the table click on the blank section you want to complete so it is highlighted in red.a appr

that applies.
Y N -
b e e
I_L‘F‘ =

opriate record from the options listed. Alternatively, drag and drop the appropriate record to the requirement of clause 8.9

cternal provider questionnaine] [ Purchase order J [Lrst of requirements to be met by the external prwider] [Approved external provider list

1E fiz:

The following list gives examples of records that may be evidence of how an organi ‘f cl 4 of 1SO 9001. Match the records to the app
Requirements Rfmrds I- c

requirement of clause 8.4,

Define product requirements | L Product speclﬁcanan

Criteria for selection List of requirements to be met by the external provider
Evaluation of potential external pmvider‘ | I—Extemal provider questionnaire | )
External provider selection If Approved external provider list -:
Communicate requirements | |_ N _[ Purchase order =1y :
Monitoring of performance External provider delivery times and quality issues

To complete the table click on the blank section you want to complete so it is highlighted in red and then.
that applies. Q

record to the requil of clause 8.4

Explanation:



Requirements Records

Define product requirements | Product specification
I
Criteria for selection List gfmegquirements to be met by the external
proviger
Evaluation of potential external provider I\, "External provider CLJ:ESEiOI’I;W_EiIr'E
External provider selection | Approved external provider list
Communicate requirements | Purchase order
Monitoring of performance | | External provider delivery times and quality issues

The following table shows the possible matching of the records to the requirements of clause 8.4:
Table

Requirements

Records

Define product requirements

Product specification

Criteria for selection

List of requirements to be met by the external provider

Evaluation of potential external provider

External provider questionnaire

External provider selection

Approved external provider list

Communicate requirements

Purchase order

Monitoring of performance

External provider delivery times and quality issues

Comprehensive and Detailed Explanation: = According to clause 8.4 of ISO 9001:2015, the
organization should ensure that externally provided processes, products, and services conform to
the specified requirements. To do so, the organization should:

Define the product requirements that are relevant for the external provision, such as
specifications, drawings, standards, codes, etc. These should be documented and communicated
to the external provider. A record of the product specification can be used as evidence of this
requirement.

Establish the criteria for the selection, evaluation, and re-evaluation of external providers, based
on their ability to provide processes, products, and services in accordance with the requirements.
The criteria should be documented and applied consistently. A record of the list of requirements
to be met by the external provider can be used as evidence of this requirement.



Evaluate the potential external providers before selecting them, using the established criteria. The
evaluation methods may include questionnaires, audits, references, samples, etc. The results of
the evaluation should be documented and reviewed. A record of the external provider
questionnaire can be used as evidence of this requirement.

Select the external providers that have demonstrated their competence and conformity to the
requirements.

The selection should be based on the evaluation results and the organization's needs. The
selection should be documented and approved. A record of the approved external provider list
can be used as evidence of this requirement.

Communicate the requirements for the processes, products, and services to be provided by the
external provider, including the verification and validation activities, the acceptance criteria, the
documentation requirements, the changes control, etc. The communication methods may include
purchase orders, contracts, agreements, etc. The communication should be clear, complete, and
timely. A record of the purchase order can be used as evidence of this requirement.

Monitor the performance and conformity of the external provider, using the established criteria
and methods.

The monitoring methods may include inspections, tests, audits, feedback, complaints, etc. The
monitoring results should be documented and analyzed. A record of the external provider delivery
times and quality issues can be used as evidence of this requirement.

References: ISO 9001:2015, [ISO 9001 Auditing Practices Group Guidance on Scope], Mastering
the Scope of ISO 9001 Quality Management Systems
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Comprehensive and Detailed In-Depth Explanation:
The audit schedule provides a structured timeline of activities to be conducted during the audit.
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Clause References:
*1S0O 19011:2018, Clause 6.4.2 - Preparing the Audit Plan:
* Requires the development of an audit schedule, including the sequence and timing of activities

*ISO/IEC 17021-1:2015, Clause 9.1.3 - Audit Program:

* Certification bodies must establish a schedule for conducting audits.

Why is the Correct Answer C?

* The audit schedule ensures systematic execution of the audit by defining activities, responsible
auditors, and timeframes.

* A well-planned schedule improves efficiency and helps auditors cover all necessary areas within
the given time.

Why are the Other Options Incorrect?

* A (Audit objectives) # Define why the audit is conducted, not the schedule.

* B (Audit criteria) # Define the standards and requirements to be evaluated, not the timeline.

* D (Audit offer) # Refers to the initial proposal sent to the auditee, not the activity timeline.
Reference:

ISO 19011:2018, Clause 6.4.2 - Preparing the Audit Plan

ISO/IEC 17021-1:2015, Clause 9.1.3 - Audit Program
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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.
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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Comprehensive and Detailed Explanation: = According to the web search results from my internal
tool, a witness audit is a technique used during an accreditation audit, where the accreditation
body observes the performance and competence of the certification body auditors in conducting
an audit12. A witness audit can also be used by a certification body to monitor and evaluate its
own auditors3. During a witness audit, the following roles can be defined:

*An auditor: This is the person who is being witnessed by the accreditation body or the
certification body. The auditor is responsible for conducting the audit according to the audit plan,
criteria, and standards, and for providing audit evidence and findings123.
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*An assessor for the accreditation body: This is the person who witnesses the auditor on behalf of
the accreditation body. The assessor is responsible for evaluating the auditor's performance and
competence, and for providing feedback and recommendations to the accreditation body123.
The other options are not defined as witnesses during a witness audit, according to the web
search results from my internal tool. They are:

*Someone with a qualification from the certification body: This is not a specific role in a withess
audit, as anyone who is involved in the audit process should have a qualification from the
certification body.

Moreover, having a qualification does not necessarily mean that the person is a witness or an
auditor4.

*An existing member of the audit team: This is not a specific role in a witness audit, as the audit
team consists of the auditors who are conducting the audit, not the ones who are witnessing it.
The witness audit is a separate activity from the audit itself, and the witness should not interfere
with the audit process or influence the audit outcome123.

Therefore, the correct answer is B and D.

References: 1: DQS Inc. | Witness Audits | Auditor Training 2: Have you ever been involved with
a witness audit? - IFSQN 3: Certac - Witness Audit of Certification Bodies 4: ISO 19011:2018 -
Guidelines for auditing management systems
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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.

Reference:

ISO 17021-1:2015, Clause 9.4.9 (Corrective Actions for Minor Nonconformities)
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Comprehensive and Detailed Explanation From Exact Extract:

# Correct Option D - "I will sign all the purchase orders now."

This response represents an immediate correction in accordance with ISO 9001:2015 Clause
8.4.3 - Information for external providers, which requires control over procurement
documentation. The absence of required authorisation (signature) is a nonconformity in executing
the organization's purchasing procedure.

Clause 8.4.3 specifically mandates that the organization:

"Shall communicate to external providers its requirements for:

a) the processes, products and services to be provided;

b) the approval of:

* products and services;

* methods, processes, and equipment;

* the release of products and services."

The purchase order process includes documented approval, which in this case was defined
internally as a signature by the Purchasing or Production Manager. Signing the documents
retroactively, while not ideal, is a correction to bring the documentation back into compliance and
resolve the immediate issue.

# Why Other Options Are Incorrect:

* A. "No correction needed": Dismissing the nonconformity based on product performance fails to
address the lack of documented control, violating Clause 8.4.3 and internal procedures.

* B. "l will ask the Production Manager to sign them now": This option shows intention but lacks
immediacy and ownership. Also, backdating signatures without traceability can be ethically
questionable.

* C. "l do not accept the nonconformity": This reflects noncompliance and a poor quality culture,
contradicting ISO 9001's Clause 5.1.1 (Leadership commitment).
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References:

ISO 9001:2015 Clause 8.4.3 - Information for external providers
ISO 9001:2015 Clause 5.1.1 - Leadership and commitment

ISO 9001:2015 Clause 10.2.1 - Correction vs. corrective action
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Select the words that best complete the sentence

7

In the context of a third-party audit, the amount of detail provided in the audit plan should reflect the and complexity of the audit, as well as the risk of not achieving the audit objectives.
party F

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

time scope management’s expectatigh’| ) n:ﬁim!ms\ =
"i 'r—- s 1

1F fiZ:

Select the words that best complete the sentence:

< TS

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 as the risk of not achieving the audit objectives.

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

appropriate blank section.

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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Comprehensive and Detailed In-Depth Explanation:

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

Clause References:

*1SO 19011:2018, Clause 6.3 - Managing Audit Risk: Defines different audit risks, including
control risk.

Why is the Correct Answer A?

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

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

Why are the Other Options Incorrect?

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

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

* D (Operational risk) # This refers to risks related to day-to-day business operations, not QMS
audits.

Reference:

ISO 19011:2018, Clause 6.3 - Managing Audit Risk
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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.

Reference:

ISO 9001:2015, Clause 7.5.2 (Creating and Updating Documented Information)
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Comprehensive and Detailed In-Depth Explanation:

During communication with top management, the auditor should discuss:

* The quality policy (ISO 9001:2015, Clause 5.2.1), ensuring that it is established, communicated,
and understood.

* Internal audits (ISO 9001:2015, Clause 9.2), verifying that they are planned and effectively
implemented.

These discussions help assess leadership commitment and the effectiveness of the QMS.
Reference:

ISO 9001:2015, Clause 5.2.1 (Establishing the Quality Policy)

ISO 9001:2015, Clause 9.2 (Internal Audit)
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Quality Improvement Request QIIIZIZO/'HR 3
QMS awareness haining.is.t6 be included as part of Date: 12/12/20XX
To: HR Manager
the induction training for new employees. Actlon by: 31/03/20XX
Jpdate by: 01/20XX Update by: 02/20XX Update by: 03/20XX Signed:
] [0 0 (QM)
Notes: Action Completed:
Jse of external resources for this action must be approved by senior (Signature)

management.
Date:
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Based on the scenario and the concept of an 'audit trail' within the context of ISO 9001, the three
statements that apply would likely be:

A: Decisions on improvement action timescales not involving departmental managers. This
indicates a lack of involvement and communication with those responsible for implementing the
improvements, which is a key part of an effective audit trail1.

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

Proper documentation is essential for an audit trail, as it provides evidence that actions have
been evaluated and are effective1.

C: Limited knowledge of the content of Quality Improvement Requests by departmental staff. An
audit trail should ensure that all relevant parties are aware of and understand the actions being
taken, which is not the case here1.

These points suggest issues with the communication, documentation, and involvement of relevant
personnel in the quality management system processes, which are crucial for maintaining an
effective audit trail and, by extension, a robust quality management system.
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Comprehensive and Detailed In-Depth Explanation:

The PDCA (Plan-Do-Check-Act) cycle is a continuous improvement model used in ISO
9001:2015. The " Check" phase involves monitoring, measuring, and analyzing the results to
assess if the planned actions have been effective.

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

Reference:

ISO 9001:2015, Clause 0.3.2 - PDCA Cycle

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

Reference:

ISO 9000:2015, Clause 3.5.3 - Management System

ISO 9001:2015, Clause 4.4 - QMS and its Processes
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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.
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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
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
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Comprehensive and Detailed In-Depth Explanation:
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ISO 17021-1:2015, Clause 9.4.9 (Corrective Actions) states:

* The auditor can set a reasonable deadline for corrective actions.

* 10 to 60 days is a best practice timeframe for the auditee to respond.

* The auditee must propose corrective actions, but the audit team has the authority to set the
deadline

A 7-day deadline (A) is too short, and the audit team-not the auditee-determines the timeframe
(B).

Reference:

ISO 17021-1:2015, Clause 9.4.9 (Corrective Actions)
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In this scenario, the audit team leader must balance maintaining the integrity of the audit plan
while considering the auditee's request. The two best responses allow for flexibility without
compromising the audit's rigor:
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A: | could audit the other laboratories virtually at the end of this audit: Virtual audits can be a valid
option, especially in multi-site audits. ISO 9001:2015 does not prohibit virtual audits, and in
certain situations, they are practical for reviewing documentation or observing operations
remotely.

C:1 could try to revise the audit programme to see if | can audit all laboratories: Revising the audit
programme to accommodate additional site visits is a reasonable compromise. ISO 9001:2015
audits are based on risk and sampling, but the audit team leader has the flexibility to adjust the
audit scope if it fits within the audit duration and resources.

The other options, such as extending the audit duration (B, F) or strictly adhering to the original
plan (D, E), may not be practical or necessary. Revising the plan to audit all laboratories or using
virtual auditing ensures that the audit remains efficient while addressing the organization's
concerns.
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Explanation:



Clause: 8.5.4

Nature of Problem: Cleaning and sanitising records are not available for every batch.

Unfulfilled Requirement: "The organization shall implement production provision under controlled
conditions."
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* Understanding Clause 7.1.5.2 - Measurement Traceability:1ISO 9001:2015 requires
organizations to ensure that measuring equipment (e.g., spectrometers) is calibrated and
traceable to recognized standards. The failure to maintain calibration within valid dates directly
violates this clause and raises concerns about the reliability of the measurement results.

* Root Cause of the Nonconformity: The organization failed to plan for the possibility that the
calibration service provider (X-TECH) might become unavailable, leading to expired calibration.
This indicates inadequate risk-based thinking, which is required under Clause 6.1 of ISO
9001:2015.

* Option Analysis:

* A. Select one sample for external lab analysis to use as an internal standard:Incorrect. While
using an internal standard could provide short-term verification of results, this action does not
address the root cause (failure to consider risks associated with external providers).

* B. Look for a local company to provide this service:Incorrect. While finding a new local service
provider resolves the immediate calibration issue, it does not address the risk of future provider
unavailability.

* C. Double-check one out of ten samples externally:Incorrect. This corrective action ensures
some quality assurance for batch release but does not resolve the nonconformance related to
expired calibration.

* D. Add this issue to the external issue register, assess its associated risk, and plan action to
address that risk:Correct. This approach directly addresses the root cause (failure to anticipate
the calibration provider leaving) and ensures proper risk management. ISO 9001:2015
emphasizes risk-based thinking under Clause 6.1, requiring organizations to identify risks and
opportunities and implement plans to mitigate them.
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* Why D is the Best Option:

* By adding the issue to the external issue register, the organization ensures it is monitored and
tracked.

* Assessing the risk ensures proactive measures are in place for similar issues in the future.

* Planning actions to address the risk ensures a sustainable solution is implemented, such as
identifying multiple service providers or ensuring backup plans for calibration services.

*1SO 9001 References:

* Clause 6.1 (Actions to Address Risks and Opportunities): Requires organizations to consider
risks and opportunities that could affect the intended results of the QMS.

* Clause 7.1.5.2 (Measurement Traceability): Mandates that measuring equipment must be
calibrated and traceable to ensure valid results.

* Clause 10.2 (Nonconformity and Corrective Action): Requires organizations to determine the
root cause of nonconformities and take actions to ensure they do not recur.
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*To evaluate the preparedness of the organisation for a Stage 2 audit: This objective involves
assessing the readiness of the organisation to undergo the Stage 2 audit, where the conformity
and effectiveness of the quality management system will be verified123. The audit team will
check the level of implementation and understanding of the quality management system, identify
any major gaps or nonconformities, and confirm the audit scope, criteria, and plan123.

*To review the quality manual: This objective involves reviewing the documented information of
the quality management system, such as the quality policy, the quality objectives, the scope, the
processes, and the procedures, to ensure that they meet the requirements of ISO 9001:2015123.
The audit team will also evaluate the organisation's understanding and application of the
standard, and identify any areas of improvement or concern123.

The other options are not included in the objectives of the Stage 1 initial certification audit,
according to the web search results from my internal tool. They may be related to other stages or
types of audits, but they are not the focus of the Stage 1 audit.

Therefore, the correct answer is B and D.

References: 1: ISO 9001 Certification Audits | Stage 1 and Stage 2 - 9001. Simplified 2: Stage 1
of your Audit

| NQA Blog 3: Getting Certified to ISO 9001 - the Stage 1 Audit

'|1I'I100W
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According to the 1ISO 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:

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
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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.
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According to ISO 9001:2015, clause 6.2.1, the organization is required to establish quality
objectives at relevant functions, levels, and processes for the quality management system (QMS).

'nmcow>

The quality objectives must be consistent with the quality policy, measurable, monitored,
communicated, and updated as appropriate.

The organization is also required to maintain documented information on the quality objectives, as
per clause

7.5.1.

Therefore, in the scenario given, the quality objectives defined by the external consultant are not
in alignment with the organization's quality policy, as they are based on those of a competitor,
rather than the organization' s own purpose, strategic direction, and customer requirements. This
creates a mismatch between the organization's vision and goals, and the quality objectives that
are supposed to guide and measure the QMS performance. Moreover, the quality objectives are
not maintained as documented information, which makes it difficult to communicate, monitor, and
update them, as well as to demonstrate evidence of their implementation and achievement.
Hence, the circumstances in which a nonconformity against clause 6.2 of ISO 9001 could be
raised are B and C, as they indicate a failure to comply with the requirements of clause 6.2.1. The
other options are either irrelevant or not directly related to clause 6.2, as they do not pertain to the
establishment and documentation of quality objectives.

References:

ISO 9001:2015(en), Quality management systems - Requirements, clause 6.2.1 and 7.5.1 ISO
19011:2018(en), Guidelines for auditing management systems, clause 6.4.4 and 6.7.2 ISO 9001
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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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Reference: ISO 9001:2015 Clause 9.2 emphasizes the planning of audits and their scheduling to
achieve desired results.

Step 2: Conduct Certification Audit StagesThe certification process includes a two-stage audit.
Stage 1 Audit: Review of documentation to verify readiness and understanding of the Quality
Management System (QMS).

Stage 2 Audit: A detailed evaluation of the implementation and effectiveness of the QMS against
ISO 9001 requirements.Reference: Clause 8.1 of ISO 9001:2015 discusses operational planning
and control, which includes the preparation for audit activities.



Step 3: Award ISO 9001 CertificateAfter successfully completing the certification audits and
resolving any identified non-conformities, the certification body awards the ISO 9001 certificate.
This certificate demonstrates that the organization's QMS meets the 1ISO 9001
standard.Reference: Clause 10 of ISO 9001:

2015 focuses on continual improvement and conformity, which leads to the certification issuance.
Step 4: Accredit Certification BodyCertification bodies must be accredited to ensure they meet
international standards for certification. Accreditation is conducted by bodies like UKAS (United
Kingdom Accreditation Service) or ANAB (ANSI National Accreditation Board), ensuring the
credibility and global acceptance of the certification process.Reference: Clause 7.1.5 of ISO 9001
covers resource monitoring, which supports the integrity of the certification process.

By following these steps, organizations can ensure an effective and compliant certification
process, achieving 1ISO 9001 certification.
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According to the ISO 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
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significant impact on customer satisfaction and reputation. Therefore, clause 10.2 applies to this
situation.

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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* Analyzing Each Statement:

* A.Incorrect. The audit team leader must communicate concerns as they arise, not just during the
closing meeting. Per ISO 19011:2018 Clause 6.4.9, significant concerns should be shared
promptly with the auditee and audit client during the audit process to allow for immediate
understanding and potential resolution.

* B.Incorrect. The auditor or team leader is not specifically required to inform the general manager
about uncontrolled documents. Instead, the issue is communicated within the framework of the
audit findings to the audit client or auditee, as appropriate.

Reference: ISO 19011:2018, Clause 6.6.2.
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D:Incorrect. Changes to the audit scope require the approval of the audit client (e.g., the
certification body), not just the auditee. The scope is agreed upon in advance, and significant
changes must be communicated with all stakeholders.

E:Correct. The audit team leader is responsible for periodically assessing the audit progress to
ensure it aligns with the audit objectives and planned scope.Reference: ISO 19011:2018, Clause
6.4.5.

F:Incorrect. While immediate and significant risks should be communicated to the auditee,
notifying the certification body is not an immediate responsibility of the audit team leader. The
communication process depends on the procedures defined by the audit programme manager.
Why Options C and E Are Correct:

C: Communicating unattainable audit objectives ensures the audit remains effective and prevents
unnecessary effort or misalignment with goals.

E: Periodic assessments by the team leader help in maintaining alignment with the scope,
objectives, and time constraints, ensuring the audit's success.

Relevant References from ISO Standards:

ISO 19011:2018, Clause 6.6.2: Describes procedures for when audit objectives are unattainable.
ISO 19011:2018, Clause 6.4.5: Emphasizes the audit team leader's responsibility for ongoing
assessment of audit progress.
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Top management is responsible for establishing, implementing, and maintaining the quality

AR

policy. The quality policy provides a framework for setting quality objectives and must be
compatible with the context of the organization and support its strategic direction. It should also
provide a commitment to satisfy applicable requirements and to continuous improvement.
References: ISO 9001:2015, Clause 5.2
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A: the audit team leader, it is crucial to manage differing opinions constructively and ensure that
the correct clause is selected for the nonconformity based on solid evidence. Here's how the
situation should be handled:

E: Invite you and the second auditor to fully explain your point of view and then decide which
clause to select: This promotes collaboration and transparency, allowing both auditors to present
their rationale for choosing the specific clause.

F:Review the evidence with you and the second auditor, and then decide which clause of ISO
9001 would best apply: Reviewing the evidence in relation to the specific requirements of ISO
9001 is essential for determining which clause is most appropriate.

H: Try to obtain a consensus between you and the second auditor after a discussion of the
different opinions:

Consensus-building is a crucial skill for an audit team leader. Achieving agreement ensures the
nonconformity is addressed accurately and with full team support.

Options such as overruling immediately (D) or deferring the decision without full discussion (B)
could undermine team dynamics and the audit process. Consulting the quality manager (A) or
selecting an entirely different clause (G) is unnecessary, as the team should resolve the issue
internally.
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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.

Reference:

ISO 19011:2018, Clause 5.5 - Conducting the Audit

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

Reference:

ISO 19011:2018, Clause 5.1 (Impartiality)
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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 specificvalue.

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

Calibration | Evaluation } | Sampling ! Monitoring ‘ Analysis | Measurement

EfiE:

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 |
| SRS SR P 4 I

The process by which a product or service is visually examined to determine conformity to requirements. I Evaluation i
- -1

The process by which data is examined in detail to reach a specific answer or answers. | |- = -| Analysis = -|
) & N e

The process by which a parameter of a product or service is examined to determine a specific value. Iy ‘ Measurement I

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

[ Eem—— ] m T |f ‘
‘l Calibration ‘ [ Evaluation [L\ { Sampling } Momtonn! h ‘|- Analysis | | Measurement a
,,,,,, ) — it L_ e, e

-

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


https://www.jpnshiken.com/q/60247-5400187/

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 nhames 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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Comprehensive and Detailed In-Depth Explanation:

According to ISO 17021-1:2015, Clause 9.4.10 (Corrective Actions for Major Nonconformities):

* If a major nonconformity is not corrected within six months, the certification body must reject the
certification request.

* Another Stage 2 audit (C) is not required unless the organization reapplies for certification.

* Restarting all audit activities (B) is unnecessary; instead, certification is denied.

Thus, A is the correct answer.

Reference:

ISO 17021-1:2015, Clause 9.4.10 (Corrective Actions for Major Nonconformities)
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Comprehensive and Detailed In-Depth Explanation:

According to ISO 9001:2015, Clause 9.2 (Internal Audit):

* Internal audits are conducted by employees of the company who are trained as auditors.
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* External auditors are not mandatory unless required by the organization.
Thus, A is the correct answer.

Reference:

ISO 9001:2015, Clause 9.2 (Internal Audit)
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According to ISO 19011:2018, clause 6.3, the audit plan is a document that provides the basis for
agreement regarding the conduct of the audit. The audit plan should include the information listed
in my previous response, such as the audit objectives, scope, criteria, schedule, team, methods,
report, etc. The audit plan should be prepared and completed prior to the on-site audit, and
should be communicated to the audit team and the auditee1.

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

The checklist / prompts should be prepared and completed prior to the on-site audit, and should
be based on the audit plan and the audit scope and objectives1.

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

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

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

*E. Risk Matrices: Risk matrices are tools that help to assess and prioritize the risks and
opportunities associated with the audit programme or the audit. Risk matrices may be part of the

Mmoo
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audit programme management, if they are used to determine and evaluate the audit programme
risks and opportunities, or part of the audit preparation, if they are used to determine and evaluate
the audit risks and opportunities. Risk matrices are not prepared or completed by the auditor prior
to the on-site audit, but rather used or updated by the auditor during the audit programme
management or the audit preparation1.

*F. Findings: Findings are the results of the evaluation of the collected audit evidence against the
audit criteria. Findings can indicate either conformity or nonconformity, as well as positive aspects
or opportunities for improvement. Findings are not prepared or completed by the auditor prior to
the on-site audit, but rather generated and recorded by the auditor during the audit activities1.
References: ISO 19011:2018(en), Guidelines for auditing management systems
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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.

Reference:

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

ISO 9001:2015 requires collaboration between the auditee (TD Advertising), the certification
body, and the audit leader when making changes to audit scope

Clause References:

*ISO/IEC 17021-1:2015, Clause 9.2.3 - Conducting the Audit: Any change in audit scope must be
agreed upon by all parties before proceeding.

Why is the Correct Answer C?

* TD cannot unilaterally change the scope without agreement from the certification body and audit
leader.

* The certification body must ensure the scope remains relevant and that resources are allocated
properly.

Why are the Other Options Incorrect?

* A (Anne cannot withdraw) # Incorrect, Anne CAN withdraw if the changes make the audit
unfeasible, but she must consult with the certification body first.

* B (TD cannot change the scope) # Incorrect, scope changes are allowed but must be formally
approved.

* D (Anne has full authority to reject scope changes) # Incorrect, scope changes require mutua
agreement among all parties.

Reference:

ISO/IEC 17021-1:2015, Clause 9.2.3 - Conducting the Audit
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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:

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.
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Comprehensive and Detailed In-Depth Explanation:

Stage 1 Audit (ISO 9001:2015, Clause 9.2.2) is a documentation review to assess the readiness
for a Stage

2 Audit. The auditor must document:

* Observations that could lead to nonconformities, ensuring they are addressed before Stage 2.
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* Areas needing improvement, such as missing documented information or unclear process
definitions

While understanding the auditee's main processes is important, documenting interviews is not a
requirement at Stage 1.

Reference:

ISO 9001:2015, Clause 9.2.2 (Internal Audit Reporting)
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The action that the auditor would have accepted is:

*Option B: Apply the existing process of addressing the risks and opportunities of milk production.
This option is correct because ISO 9001:2015 clause 8.1 requires the organization to plan,
implement and control the processes needed to meet the requirements for the provision of
products and services, and to implement actions determined in clause 6.1, which refers to the
actions to address risks and opportunities. The organization should apply the existing process of
addressing the risks and opportunities of milk production, which may include identifying the
sources of variability, assessing the potential impacts and consequences, determining and
implementing appropriate actions to reduce or eliminate the variability, monitoring and measuring
the effectiveness of the actions, and reviewing and updating the actions as necessary.

The following options are not correct:

*Option A: Modify the contract with the current customer to provide them with only 1,500 litres of
milk per day and make an agreement with a second customer. This option is not correct because
it does not address the root cause of the variability in the daily production of the milking yard,
which may affect the quality and consistency of the products and services provided by the


https://www.jpnshiken.com/q/60247-5400197/

organization. It also does not demonstrate the organization's commitment to meet the customer
and applicable statutory and regulatory requirements, as required by ISO 9001:2015 clause 8.2.2.
*Option C: Retain the current contract and try to sell the occasional surplus milk to a second
customer. This option is not correct because it does not address the root cause of the variability in
the daily production of the milking yard, which may affect the quality and consistency of the
products and services provided by the organization. It also does not demonstrate the
organization's commitment to meet the customer and applicable statutory and regulatory
requirements, as required by ISO 9001:2015 clause 8.2.2.

*Option D: Analyse the daily dispatch of milk for 7 days to determine its variability. This option is
not correct because it does not address the root cause of the variability in the daily production of
the milking yard, which may affect the quality and consistency of the products and services
provided by the organization. It also does not demonstrate the organization's commitment to
implement actions to address risks and opportunities, as required by ISO 9001:2015 clause 8.1.
References:

*ISO 9001:2015 Quality management systems - Requirements, Clause 8: Operation, Subclause
8.1:

Operational planning and control, Subclause 8.2: Requirements for products and services

*ISO 9001 Lead Auditor Course Material, Module 4: ISO 9001:2015 Requirements, Slide 23:
Clause 8 - Operation

*ISO 9001 Lead Auditor Training Course - IRCA Certified, Section 4.2: ISO 9001:2015
Requirements, Subsection 4.2.8: Clause 8 - Operation

*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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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.
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* Option C describes work conditions, not quality.

* Option D focuses on efficiency rather than fulfilling requirements.
Reference:

ISO 9000:2015, Clause 3.6.2 - Quality
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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.

Reference:

ISO 9001:2015, Clause 0.3.1 - Process Approach

ISO 9001:2015, Clause 4.4 - QMS and its Processes
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According to ISO 9001:2015, clause 4.3, the organization is required to determine the scope of its
quality management system (QMS) by considering the external and internal issues referred to in
clause 4.1. Clause
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4.1 requires the organization to determine the external and internal issues that are relevant to its
purpose and strategic direction, and that affect its ability to achieve the intended results of its
QMS. These issues can include positive and negative factors or conditions for consideration,
such as legal, technological, competitive, market, cultural, social, and economic environments,
whether international, national, regional, or local. The organization is also required to monitor and
review these issues.

Therefore, the correct answer is C, as external issues of the organization's context are one of the
factors that must be considered when determining the scope of the QMS. The other options are
either not directly related to the scope of the QMS, or are not explicitly mentioned in clause 4.3.
References:

ISO 9001:2015(en), Quality management systems - Requirements, clause 4.1 and 4.3 ISO
9001:2015 - How to determine the scope of your QMS - Advisera, section "Considerations for
determining the scope of the QMS in ISO 9001" ISO 9001 Lead Auditor Training Course | IRCA
Certified | BSI, section "Learning objectives" ISO 9001 Lead Auditor Course Material | 3FOLD
Education Centre, module 4
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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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An organisation wants to certify their ISO 9001:2015-based QMS for the first time. Arrange the activities in the correct sequence from 2to 5

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

1. Establish the management system

6. Initial certification audit - stage 2

| Internal audit | Management Review | | Supplier audit | Initial certification audit - stage 1

1Efig:
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An organisation wants to certify their ISO 9001:2015-based QMS for the first time. Arrange thGﬂCTNlIGI in the £orret sequalce from 2 to 5.

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

1. Establish the management system
o ; e

2. . Supplier audit : _:
3. I_ N :| Internal audit il _I
4. I: - Management Review l : :l
5. Initial certification audit - stage 1 |

6. |Initial certification audit - stage 2 i

! 1l
Supplier audit ]: ‘I!mtrai certification audit - stage 1 [

J' '
f Internal audit | Management RewewJ ‘

Explanation:

To certify an organization's ISO 9001:2015-based Quality Management System (QMS) for the
first time, the correct sequence of activities would be:

* Establish the management system (already in place).

* Supplier audit

* Internal audit

* Management review

* Initial certification audit - stage 1

* Initial certification audit - stage 2 (already in place).

This sequence follows the typical path for preparing and ensuring that a QMS is functioning as
required, leading up to certification.
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Comprehensive and Detailed In-Depth Explanation:

One of the seven quality management principles in ISO 9001:2015 is Improvement, which
emphasizes continual enhancement of processes, products, and services.
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Clause 10.3 (Continual Improvement) states that organizations must continuously assess risks,
consequences, and impacts to improve their QMS.

* Risk-based thinking (Clause 0.3.3) supports improvement by identifying and mitigating risks
before they affect performance.

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

Other options do not fully align with the question:

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

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

* Relationship management (D) deals with interested parties, not risk mitigation.

Reference:

ISO 9001:2015, Clause 10.3 - Continual Improvement

ISO 9001:2015, Clause 6.1 - Actions to Address Risks and Opportunities

ISO 9001:2015, Clause 0.3.3 - Risk-Based Thinking
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Comprehensive and Detailed In-Depth Explanation:

A horizontal audit examines one process across multiple departments to assess consistency.
Thus, A is the correct answer.

Reference:

ISO 19011:2018, Clause 6.2 (Audit Types & Scope)
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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.
Reference:Clause 0.1 (General) of ISO 9001:2015 specifies that a QMS enables organizations to
achieve better performance by consistently meeting customer needs and improving their
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processes. It further highlights that continual improvement is a cornerstone of the standard
(Clause 10.3).

Option Analysis:

A: Manages the performance:Incorrect. A QMS provides a framework to manage processes, not
directly manage performance. The improvement of performance is an outcome of managing
processes effectively.

B: Monitors the performance:Incorrect. Monitoring is a component of performance evaluation
(Clause 9.1) but does not define the overall purpose of the QMS.

C: Dictates the performance:lncorrect. ISO 9001 does not "dictate" performance but allows
organizations to set their own objectives and improve their operations based on their specific
context and goals.

D: Improves the performance:Correct. The fundamental purpose of a QMS as per ISO 9001 is
continual improvement of the organization's performance. This includes improving operational
efficiency, customer satisfaction, and product/service quality.

Why Option D is Correct:ISO 9001:2015 emphasizes the Plan-Do-Check-Act (PDCA) cycle and
risk- based thinking, which are designed to drive improvements in organizational performance.
Continuous assessment of processes and customer feedback ensures that the organization can
adapt, innovate, and improve its effectiveness over time.

Clause 0.1: Purpose of the QMS.

Clause 10.3: Continual improvement ensures that the QMS remains effective and aligned with
organizational objectives.

Clause 4.1: Context of the organization, which requires the QMS to align with organizational
strategies and improve outcomes.
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Comprehensive and Detailed In-Depth Explanation:

According to ISO 19011:2018, Clause 5.2 (Audit Program Management):

* The audit committee is responsible for establishing the internal audit program.
* The audit schedule (A) is determined within the program, but it is not the main role of the
committee.

Thus, C is the correct answer.

Reference:

ISO 19011:2018, Clause 5.2 (Audit Program Management)
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According to the ISO 9000:2015 - Quality management systems - Fundamentals and vocabulary,

OO0 w >

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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Comprehensive and Detailed In-Depth Explanation:

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

* The audit team must proceed with the audit report, even if the auditee disagrees with findings.
* Disagreements do not invalidate audit results.

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

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

Reference:

ISO 19011:2018, Clause 6.4.11 (Closing Meeting & Handling Disputes)
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* 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.

* 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.

*1SO 9001 References Supporting the Correct :

* 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 :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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Your audit notes

Production Planner: SWIFT database version EI:I.? : Requfrc'ﬂ audit trail

Manufacturing Manager; SWIFT database w—tmmrl llﬁf? R-ﬁ-quurpa audit trail
Manufacturing Supervisor: SWIFT database -.-quln-n 169 . Requires audit trail
Product Development Manager: JWII-—T I:Iatahasn version 169 Requires audit trall
Logistics Supervisor: SWIF1 l:.'ﬂ ahaSP version 182 Requires audit trail
Quality Manager: SWIFT q‘]atmaﬁ-e version 205 . Requires audit trail
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Based on the scenario provided, there is evidence of nonconformity with the requirements defined
in:

C: Clause 7.5.1 Documented information - General: The scenario indicates that there is no formal
process for informing users about updates to the SWIFT database, which suggests a lack of
control over documented information. This could lead to users being unaware of important
changes and not using the latest version of the software, which is required by the quality
management system1.

E: Clause 7.5.3 Control of documented information: The Operations Director's approach to
updating the SWIFT database and the lack of communication to users about these updates
indicate that the documented information is not adequately controlled. Allowing users to revert to
earlier versions of the software at their discretion further suggests that the organization does not
have a proper mechanism in place to ensure the integrity and suitability of documented
information2.

These clauses are part of the ISO 9001:2015 standard, which requires organizations to have a
systematic approach to controlling and managing documented information as part of their quality
management system.

The scenario described shows a casual approach to managing critical software updates, which
could affect the organization's ability to consistently meet customer and regulatory requirements.

B: 85

MHTISO001 RIEZMBLELSELTWIE—H 1 FOMBTEEZERELTUVET,
COMBIEIRF/NEEERFICTIEHRZHELTHY  BRONYr—DICIEHBEDNTESE
DBFMNEHINTVWET , BES FRITTRLEIEXKIBITEMLUEL
HEEFFLVDERAEIFA—Dry—ICHEZLTCVWET  E2RAK IO XOHEIZ SWIFT
EFENDY I Rz T TV =3 UvhERSATWWA Z EICRfFEELT:,
RICRENTWS EBYICEERINEINELE LT, 1SO 9001 &I 8.3 DIk EEEIME —
SEET,


https://www.jpnshiken.com/q/60247-5400212/

Audit evidence IS0 9001 Clause 8.3 extract

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

The NPD Manager explains many changes are made to cosmetic
formulations during product development owing to retailer
feedback. Only when confirmed by the retailer is the agreed
formulation documented on SWIFT.

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

The NPD Manager shows you evidence of consumer trials that are 0 :
carried out for some new products prior to full-scale launch. Q‘

The NPD Manager explains that an approved external
used to perform shelf-life stability trials on some
during product development. \

To complete the table click on the bla
ISO 9001 dlause 8.3 extracts |\

want to complete so it is highlighted in red and then click on the
ematively, drag and drop each clause to the audit evidence that applies.

internal ... resource "8.3.2 e) ... external ... resource

]
|3 l— ( the design and needs for the design and
_— { t of products ...” development of products ...”
"8.3.4 d) ... conducted to ensure “8.3.5 ... retain documented
that the design and development information ...”
outputs meet ... )

"8.3.6 ... retain documented
information ...”

1E fi#:



Audit evidence ; 1SO 9001 Clause 8.3 extract

Half of all new products I3 € 2 past 12mopihe : "8.3.2 €) ... internal ... resource
The NPD Manager explains he has not got enough people on his needs for the design and
team to cope with the demand for new products. development of products ...”

The NPD Manager explains many changes are made to cosmetic ,

formulations during product development owing to retailer “8.3.6 ... retain documented
feedback. Only when confirmed by the retailer is the agreed information ..."
formulation documented on SWIFT. '

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

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

"8.3.4 d) ... conduct
that the dasi

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

The NPD Manager explains that an approved | | 3de) ...
used to perform shelf-life stability tnals so;w ! needs for the design and
.

during product development. development of products ...”

To complete the ' section you want to complete so it is highlighted in red and then click on the
IS0 9001 claus@s. isted below. Alternatively, drag and drop each clause to the audit evidence that applies.

"8.3.2 €) ... internal ... resource "8.3.2 e) ... external ... resource

needs for the design and needs for the design and
development of products ..."

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

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

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

1.  Identifying the source of information

2.

(
‘ Gathering audit evidence ‘ ‘ Sampling available data ‘ ‘ Making audit conclusions | ‘ Evaluating evidence against the audit criteria ‘ ‘ Verifying objective evidence | Evaluating against the audit criteria |

1E fiZ:

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

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

1.  Identifying the source of information

Y A R

2. 1 Sampling available data :
3 f Gathering audit evidence

T e———

4. | Verifying objective evidence |

2 L J

SEvaluating evidence against the audit criteria

6. : Making audit conclusions !

7 Evaluating against the audit criteria

i - R — -, s 2 = == ~ ; R =
'} Gathering audit ewdence] | Sampling available dataj !I Making audit gonclusions I IEvaluating evidence against the audit criteria \{ { Verifying objective evidence l | Evaluating against the audit criteria |
I ! S ) i

___________ e e e e

Explanation:

Identifying the source of information

Sampling available data

Gathering audit evidence

Verifying objective evidence

Evaluating evidence against the audit criteria

Making audit conclusions

Evaluating against the audit criteria

According to ISO 19011:2018, clause 6.4, the process of collecting and verifying information
during an audit involves the following steps1:

Identifying the source of information: The audit team should identify the sources of information
that are relevant to the audit objectives, scope and criteria. These sources may include
documents, records, personnel, processes, activities, facilities, equipment, etc. The audit team
should also determine the methods and tools for accessing and collecting the information, such
as interviews, observations, document review, sampling, etc.

Sampling available data: The audit team should select a representative sample of the available
data to verify the conformity and effectiveness of the management system. The sample size and
selection method should be based on the audit objectives, scope and criteria, as well as the level
of confidence and risk. The audit team should also consider the validity, reliability, relevance and
sufficiency of the data.



Gathering audit evidence: The audit team should use the methods and tools identified in the
previous step to collect audit evidence, which is the records, statements of fact or other
information that are relevant to the audit criteria and verifiable. The audit team should record the
audit evidence in a clear, concise and objective manner, using notes, checklists, photographs,
audio or video recordings, etc.

Verifying objective evidence: The audit team should verify the accuracy, completeness and
authenticity of the audit evidence collected. This may involve cross-checking different sources of
information, confirming the identity and authority of the persons providing the information,
examining the original documents or records, etc. The audit team should also identify any
discrepancies, inconsistencies or gaps in the audit evidence.

Evaluating evidence against the audit criteria: The audit team should compare the audit evidence
with the audit criteria to determine the extent of conformity and nonconformity. The audit team
should also identify any opportunities for improvement, best practices, positive aspects or
potential risks. The audit team should use professional judgement and apply the principles of
auditing when evaluating the audit evidence.

Making audit conclusions: The audit team should consolidate the audit findings and evaluate the
overall performance and effectiveness of the management system. The audit team should also
consider the audit objectives, scope and criteria, as well as the context and expectations of the
auditee and other interested parties. The audit team should provide a clear, concise and objective
statement of the audit conclusions, which may include the degree of conformity, the achievement
of the intended outcomes, the need for corrective actions, the suitability for certification, etc.
Evaluating against the audit criteria: The audit team should review the audit conclusions and
ensure that they are consistent with the audit criteria and supported by sufficient and appropriate
audit evidence. The audit team should also ensure that the audit conclusions are communicated
to the auditee and other relevant parties in a timely and effective manner, using the agreed audit
report format and distribution method.

References: ISO 19011:2018(en), Guidelines for auditing management systems
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Comprehensive and Detailed In-Depth Explanation:

A guide is assigned by the auditee to assist the audit team by:

* Managing logistics, such as ensuring that relevant documents are available and arranging
interviews.

* Assisting in the coordination of meetings and access to facilities.

* Helping the auditors navigate the organization during the audit.

However, the guide does not fill gaps in the auditor's knowledge or witness the audit for the
certification body. Their primary function is logistical support, not providing interpretations or
assessments.

Reference:

ISO 19011:2018, Clause 6.4.3 (Roles and Responsibilities of Guides and Observers)
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