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Select the words that best complete the sentence:
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Select the words that best complete the sentence:
e\
In the context of a third-party audit, the amount of detail provided in the audit plan should reflect the and complexity.of the audit, as well'as the risk of not achieving the audit objectives.
To complete the sentence with the best word(s), click on the blank section you want to complete so it is highlighted inffediand#hén.click on the applicable text from the option(s) below. Alternatively, drag and drop the option(s) to the
appropriate blank section.
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Select the words that best complete the sentence:

In the context of a third-party audit, the amount of detail provided in the audit plan should reflect thel scope 1 and EbmpleXinyof the audit, as well as the risk of not achieving the audit objectives.

To complete the sentence with the best word(s), chck on the blank section you want to complete so it is hiahiighted inged,2adtenelck BFthe applicable text from the option(s) below. Aternatively, drag and drop the option(s) to the

appropriate blank section.
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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 1901122018 - Guidelines for auditing management systenms 2: Audit Complexity - an overview | ScienceDirect
Topics
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Scenario 4:

TD Advertising is a print management company based in Chicago. The company offers design services, digital printing, storage, and
distribution. As TD expanded, its management recognized that success depended on adopting new technologies and improving
quality.

To ensure customer satisfaction and quality improvement, the company decided to pursue ISO 9001 certification.

After mplementing the QMS, TD hired a well-known certification body for an audit. Anne Key was appointed as the audit team
leader. She received a document listing the audit team members, audit scope, criteria, duration, and audit engagement limits.

Anne reviewed the document and approved the audit mandate. The certification body and TD's top management signed the
certification agreement.

Before contacting TD, Anne reviewed the audit scope and noticed that TD made changes to it due to the adoption of new printing
equipment. However, Anne disagreed with the changes, stating they would affect the audit timeline. She considered withdrawing
from the audit.

Based on scenario 4, conducting which of the activities below is NOT the responsibility of Anne?

A. Establishing audit criteria and objectives.

B. Assigning responsibilities for the audit team members.
C. Determining the audit feasibility.

D. Signing the certification agreement.

IEf#: D

AR :

Comprehensive and Detailed In-Depth Explanation:

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

Clause References:

*ISO 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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Select the words that best complete the sentence: Vg
e -
In the context of a third-party audit, the amount of detail provided in the audit plan should reflect the and Complexity of the audit, as well as the risk of not achieving the audit objectives.
To complete the sentence with the best word(s), click on the blank section you want to complete so it is highlighted in red ahtithen'elick Gn the applicable text from the option(s) below. Alternatively, drag and drop the option(s) to the
appropriate blank section.
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Select the words that best complgle the Séntece:
In the context of a third-party auit, the amolirgmfiietail Diyigéd in degaud plan should reflect thel scope | and complexity of the audit, as well as the risk of not achieving the audit objectives

To compiete the sentence with the best word(s), click on the blank section you want to complete so it is highlighted in red atdl then'Chick'On the applicable text from the option(s) below. Altematively, drag and drop the option(s) to the
appropriate blank section,
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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 finctional 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 1901122018 - Guidelines for auditing management systems 2: Audit Complexity - an overview | ScienceDirect
Topics
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During a third-party audit of a pharmaceutical organisation (CD9000) site of seven COVID-19 testing laboratories in various
terminals at a major international airport, you interview the CD 9000's General Manager (GM), who was accompanied by Jack, the
legal compliance expert. Jack is acting as the guide in the absence of the Technical Manager due to him contracting COVID-19.
You: "What external and internal issues have been identified that could affect CD9000 and its quality management system?" GM:
"Jack guided us on this. We identified issues like probable competition of another laboratory organisation in the airport, legal
requirements on COVID-19 continuously changing, the shortage of competent laboratory analysists, the epidemic declining soon,
shortage of chemicals for the analysis. It was quite a good experience.” You: "Did you document these issues?" GM: "No. Jack said
that ISO 9001 does not require us to document these issues." You: "How did you determine the risks associated with the issues and
did you plan actions to address them?" GM: "[ amnot sure. The Technical Manager is responsible for this process. Jack may be
able to answer this question in his absence." Select two options for how you would respond to the General Manager's suggestion:

e A. T would delay the audit until the return of the technical manager



B. I would ask to audit the Technical Manager by phone.

C. I would not accept the legal compliance expert answering the question.

D. I would ask the consultant to leave the meeting since he is not an employee of the organisation.
E. I would ask for a different guide instead of the legal compliance expert.

F. I would look for evidence that the actions resulting from the risk assessment had been taken.

Eﬁ: B\ F

fEE N -

* D. I would look for evidence that the actions resulting from the risk assessment had been taken.

* According to ISO 9001:2015, Clause 6.1.2 requires the organization to plan actions to address risks and opportunities. The
organization must integrate and implement these actions into its quality management system and evaluate their effectiveness. The
auditor should seek evidence that the organization has assessed the risks and taken appropriate actions.

* B. I would ask to audit the Technical Manager by phone.

* As the Technical Manager is responsible for this process and is absent due to illness, it is reasonable to attempt to contact him to
obtain accurate information. This ensures that the audit process is not unduly delayed and that the information is obtained from the
appropriate person.

* A. I would not accept the legal compliance expert answering the question.

* While the legal compliance expert might not be the best source for technical details, outright rejecting their input is not appropriate.
It is better to first verify if the expert can provide relevant information.

* C. I would delay the audit until the return of the Technical Manager.

* This would be an mnefficient approach. Contacting the Technical Manager by phone is a more practical and reasonable option.

* E. I would ask for a different guide instead of the legal compliance expert.

* The guide's role is not necessarily to answer technical questions but to facilitate the audit. Since Jack is already familiar with the
situation, replacing him may not add value.

* F. I would ask the consultant to leave the meeting since he is not an employee of the organization.

* This is inappropriate and could disrupt the audit process. There is no rule in ISO 9001 preventing a consultant from assisting in the
audit if authorized by the organization.

‘Why Not the Other Options:

E #141

The procedures of an organisation require that all purchase orders have to be signed by the Purchasing Manager, or, in her absence,
by the Production Manager. During an audit carried out in November 2020, an auditor determined that during three weeks in
February 2020, the purchase orders were not signed. You raise a nonconformance under Clause 8.4.3 of ISO 9001:2015.

Which one of'the following answers would you accept as a 'correction' from the Purchasing Manager?

¢ A. During those weeks, as I was on holiday, the production manager should have signed those purchase orders. As a
correction to this particular nonconformity, I will ask him to sign them

¢ B. All products related to those purchase orders have already been successfully used during the first quarter of 2020,
therefore there is no need for correction. We will only take corrective action.

e (. I will sign all the purchase orders now. It will take some time to print them since they are on a backup disk, but I will get
them done before the end of the audit.

¢ D. I do not accept the nonconformity. Anything I may ask my employees to do will be seen as another piece of evidence that
complying with ISO 9001 requirements is a bureaucratic valueless burden.

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

References:

ISO 900122015 Clause 8.4.3 - Information for external providers

ISO 900122015 Clause 5.1.1 - Leadership and commitment

ISO 9001:2015 Clause 10.2.1 - Correction vs. corrective action
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