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PECB ISO-9001-Lead-Auditor Exam Syllabus Topics:

Topic Details

Topic 1
Preparing an ISO 9001 audit: This topic covers sub-topics related to preparing a quality management
system audit.

Topic 2
Managing an ISO 9001 audit program: This topic evaluates your abilities to establish and managing a QMS
audit program.

Topic 3 Conducting an ISO 9001 audit: It evaluates your skills to conduct a QMS audit.
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Topic 4
Fundamental principles and concepts of a quality management system: The main objective of this domain is
to evaluate your skills of explaining and applying ISO 9001 principles and concepts.

Topic 5
Quality management system (QMS) requirements: It assesses your abilities to point out and explain
different requirements for a quality management system based on ISO 9001.
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PECB QMS ISO 9001:2015 Lead Auditor Exam Sample Questions (Q225-
Q230):
NEW QUESTION # 225 
In the context of a third-party audit, match the activity with the party responsible in relation to the audit process.

Answer:

Explanation:
Explanation:
In the context of a third-party audit, the activities and the parties responsible can be matched as follows:
* Review the organization's processes: This is typically the responsibility of the audit team. They examine the processes to ensure
they comply with the specified standards1.
* Review the audit results: The audit team leader usually reviews the audit findings to ensure accuracy and completeness before they
are finalized1.
* Issue the certificate: The certification body is responsible for issuing the certificate if the audit is successful and the organization
meets the required standards1.
* Select the audit team: The individual(s) managing the audit programme are responsible for selecting the audit team. This ensures
that the team has the appropriate skills and knowledge for the audit1.
These roles are essential to maintain the integrity and effectiveness of the audit process. The audit team conducts the actual audit, the
team leader oversees the audit process, the certification body grants the certification, and the management of the audit program
ensures that the right team is in place to conduct the audit1.
Based on the description of the image you've provided, here's how the activities match with the responsible parties in the context of a
third-party audit:
* Review the organization's processes: This activity is typically the responsibility of the Audit Team.
They are tasked with examining the processes to ensure they meet the requirements of the standard being audited.
* Review the audit results: The Audit Team Leader is usually responsible for this activity. They oversee the audit process and are in
charge of reviewing the findings and ensuring that the audit objectives are met.
* Issue the certificate: The Certification Body is responsible for issuing the certificate if the organization's management system is
found to be in compliance with the standard.
* Select the audit team: The Individual(s) managing the audit programme are responsible for selecting the audit team. They ensure
that the team has the appropriate competence and resources to effectively conduct the audit.
These roles are defined within the framework of ISO 9001:2015 and are essential for the proper conduct of a third-party audit. The
audit team and its leader play a critical role in the operational aspects of the audit, while the certification body and those managing
the audit programme have overarching responsibilities for the audit' s governance and integrity.
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An internal auditor of a manufacturer of polystyrene packaging products for the electronics industry raised a nonconformity against
section 10.3 of ISO 9001 in Report IA202. The nonconformity (NC 3) stated:
"The reject rate of the finished product of 9.7% needs improvement as it doesn't meet the stated objective of top management of
5%." As the third-party auditor reviewing the internal audit process, you come across the nonconformity. For corrective action, the
Quality Manager conducted an investigation into the reject rates. He reported that the collection baskets for products ejecting from
the moulding machines were not large enough. About 6% of products fell onto the wet and dirty factory floor. Management stated
that replacing the baskets was too costly and ordered the Maintenance Manager to ensure that the floor was kept clean and dry to
prevent rejects. The auditor later checked the factory floor, which was wet and dirty in places.
From the following nonconformities, select three that the auditor could raise to ISO 9001.

A. 8.6 - Dirty products were released to the customer.
B. 10.2.1 - Conduct of an investigation was not sufficient to understand the cause of the nonconformity.
C. 8.5.1 - Production operations were not properly controlled to avoid reject products.
D. 7.1.4 - The factory environment is not suitably maintained to prevent dirty products.
E. 7.3 - Staff were not aware that products were falling onto the factory floor.
F. 9.2.2 - Report IA202 contained a poorly worded nonconformity (NC 3).
G. 7.1.1 - The organisation failed to provide the required resources to prevent nonconforming products.
H. 10.3 - The organisation did not continuously improve. Reject rates were unchanged.

Answer: D,G,H

Explanation:
The auditor could raise the following nonconformities to ISO 9001 based on the scenario:
*Option A: 10.3 - The organisation did not continuously improve. Reject rates were unchanged. This option is correct because ISO
9001:2015 clause 10.3 requires the organization to improve the suitability, adequacy and effectiveness of the quality management
system. The organization did not demonstrate any improvement in reducing the reject rate of the finished product, which was a stated
objective of top management. The corrective action taken by the organization was not effective in addressing the root cause of the
problem and preventing its recurrence.
*Option B: 7.1.4 - The factory environment is not suitably maintained to prevent dirty products. This option is correct because ISO
9001:2015 clause 7.1.4 requires the organization to determine, provide and maintain the environment necessary for the operation of
its processes and to achieve conformity of products and services.
The organization did not ensure that the factory floor was clean and dry, which affected the quality of the products and increased the
risk of nonconformity.
*Option C: 7.1.1 - The organization failed to provide the required resources to prevent nonconforming products. This option is
correct because ISO 9001:2015 clause 7.1.1 requires the organization to determine and provide the resources needed for the
establishment, implementation, maintenance and continual improvement of the quality management system. The organization did not
provide adequate collection baskets for the products ejecting from the moulding machines, which resulted in products falling onto the
factory floor and becoming nonconforming.
The following options are not correct:
*Option D: 9.2.2 - Report IA202 contained a poorly worded nonconformity (NC 3). This option is not correct because ISO
9001:2015 clause 9.2.2 does not specify the requirements for the wording of nonconformities in internal audit reports. The
nonconformity (NC 3) stated by the internal auditor was clear and relevant to the audit criteria and audit evidence. The issue is not
with the report, but with the corrective action taken by the organization.
*Option E: 8.6 - Dirty products were released to the customer. This option is not correct because ISO 9001:
2015 clause 8.6 requires the organization to implement planned arrangements, at appropriate stages, to verify that the product and
service requirements have been met. The scenario does not indicate that the dirty products were released to the customer, but that
they were recalled and repaired then returned to the customers. The issue is not with the release, but with the production process
and the environment.
*Option F: 7.3 - Staff were not aware that products were falling onto the factory floor. This option is not correct because ISO
9001:2015 clause 7.3 requires the organization to ensure that the persons doing work under its control are aware of the quality
policy, relevant quality objectives, their contribution to the effectiveness of the quality management system, and the implications of
not conforming with the quality management system requirements. The scenario does not indicate that the staff were not aware of
these aspects, but that the management did not provide adequate resources and environment for the staff to perform their work. The
issue is not with the awareness, but with the management responsibility and resource provision.
*Option G: 10.2.1 - Conduct of an investigation was not sufficient to understand the cause of the nonconformity. This option is not
correct because ISO 9001:2015 clause 10.2.1 requires the organization to react to the nonconformity and, as applicable, take
action to control and correct it and deal with the consequences. The scenario indicates that the Quality Manager conducted an
investigation into the reject rates and identified the cause of the nonconformity. The issue is not with the investigation, but with the
corrective action taken by the management.
*Option H: 8.5.1 - Production operations were not properly controlled to avoid reject products. This option is not correct because
ISO 9001:2015 clause 8.5.1 requires the organization to implement production and service provision under controlled conditions.



The scenario indicates that the production operations were controlled by the moulding machines, which ejected the products into the
collection baskets. The issue is not with the production operations, but with the size of the collection baskets and the condition of the
factory floor.
References:
*ISO 9001:2015 Quality management systems - Requirements
*ISO 9001 Lead Auditor Course Material, Module 6: Reporting Audit Findings, Slide 14: Writing Nonconformity Statements
*ISO 9001 Lead Auditor Training Course - IRCA Certified, Section 6.2: Reporting Audit Findings
*Lead Auditor Exam Preparation Guide (EPG) Template - PECB, Section 3.2: Exam Content Outline, Subsection 3.2.1: Section 1
- Audit Fundamentals, Subsection 3.2.2: Section 2 - Audit Principles, Subsection
3.2.3: Section 3 - Audit Process, Subsection 3.2.4: Section 4 - Audit Competencies

NEW QUESTION # 227 
Which one of the following options is the definition of the context of an organisation?

A. Combination of internal and external issues that can have an effect on an organisation's approach to developing and
achieving its objectives.
B. Complexity of internal and external issues that can have an effect on an organisation's approach to developing and
achieving its purpose.
C. Comparison of internal and external issues that can have an effect on an organisation's desire to achieve its objectives.
D. Coordination of internal and external issues that can have a positive or negative effect on an organisation's success.

Answer: A

Explanation:
Understanding "Context of the Organization":
The term "context of the organization" is defined in ISO 9001:2015 Clause 4.1, which states:
"The organization shall determine external and internal issues that are relevant to its purpose and its strategic direction and that affect
its ability to achieve the intended result(s) of its quality management system." The definition emphasizes identifying both internal and
external issues that influence the organization's approach to developing and achieving its objectives.
Option Analysis:
Option A:Correct. This option aligns with the standard definition as it explicitly mentions the combination of internal and external
issues that affect the organization's approach to achieving its objectives, which is the essence of Clause 4.1.
Option B:Incorrect. The term "comparison of internal and external issues" does not reflect the ISO 9001 requirements. The standard
does not require a comparison but rather an understanding of these issues.
Option C:Incorrect. Although it mentions "complexity," the focus of ISO 9001:2015 is on identifying relevant issues rather than the
complexity of those issues.
Option D:Incorrect. This option mentions "coordination" and focuses only on the positive or negative effects.
ISO 9001 requires identifying issues but does not emphasize coordination.
Clause Reference and Relevance:
ISO 9001:2015 requires organizations to understand their context because internal and external factors can influence the Quality
Management System's effectiveness. Understanding this context helps in:
Addressing risks and opportunities (Clause 6.1).
Aligning the QMS with the organization's strategic direction.
Why A is Correct:
"Combination of internal and external issues" captures the essence of Clause 4.1, making it the accurate definition of the context of
the organization.

NEW QUESTION # 228 
The following are stages of an audit, put them in the order they would be conducted.

Answer:

Explanation:
Explanation:
Establishing the audit programme objectives
Determining and evaluating the audit programme risks and opportunities
Establishing the audit programme
Initiating the audit



Preparing all audit activity
Conducting the audit activities
According to ISO 19011:2018, clause 5, the audit programme is a set of one or more audits planned for a specific time frame and
directed towards a specific purpose. The audit programme includes all activities necessary to plan, organize, and conduct the audits.
The audit programme management involves the following steps1:
Establishing the audit programme objectives: The audit programme objectives define the intended outcomes of the audit programme,
such as verifying conformity, evaluating performance, identifying improvement opportunities, etc. The audit programme objectives
should be aligned with the strategic direction and policies of the organization and the needs and expectations of the interested parties.
Determining and evaluating the audit programme risks and opportunities: The audit programme risks and opportunities are the factors
that can affect the achievement of the audit programme objectives, such as changes in the internal or external context, availability of
resources, competence of auditors, etc. The audit programme risks and opportunities should be identified, analyzed, and evaluated
to determine the appropriate actions to address them.
Establishing the audit programme: The audit programme is established by defining the audit programme scope, criteria, methods, and
resources. The audit programme scope defines the extent and boundaries of the audit programme, such as the processes, functions,
sites, activities, etc. that will be audited. The audit programme criteria are the set of policies, procedures, or requirements used as a
reference for the audits. The audit programme methods are the techniques used to conduct the audits, such as interviews,
observations, document review, sampling, etc. The audit programme resources are the human, technical, and financial resources
needed to implement the audit programme.
Initiating the audit: The audit initiation is the process of formally establishing the arrangements for an individual audit within the audit
programme. The audit initiation involves contacting the auditee and the audit client, confirming the audit objectives, scope, and
criteria, and obtaining the necessary information and access for the audit.
Preparing all audit activity: The audit preparation is the process of developing the audit plan and the audit work documents for an
individual audit. The audit plan is a document that provides the basis for agreement regarding the conduct of the audit, such as the
audit schedule, the audit team, the audit methods, the audit language, the audit report, etc. The audit work documents are the
records that provide evidence of the audit activities, such as the audit checklist, the audit notes, the audit findings, etc.
Conducting the audit activities: The audit activities are the processes of collecting and verifying audit evidence and evaluating it
against the audit criteria to make the audit conclusions. The audit activities include the opening meeting, the communication during the
audit, the roles and responsibilities of the audit team and the auditee, the audit evidence collection and verification, the audit findings
generation and recording, the closing meeting, and the audit report preparation and distribution.
References: ISO 19011:2018(en), Guidelines for auditing management systems

NEW QUESTION # 229 
For each of the following scenarios, select four that are corrective actions.

A. Call out roadside assistance to a broken-down car
B. The government enforces a lockdown against a virulent virus
C. The organization uses fertilizers to prevent plants dying in a section of a garden centre
D. The organization improves product identification to prevent customer complaints
E. The government increases payments to dentists for dental checks for children
F. The government develops a vaccine against a virulent virus
G. After the loss of an important football match 4-0, the manager is sacked
H. A complaint about cold food was resolved by reheating food in the restaurant kitchen

Answer: C,D,F,G
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