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INTRODUCTION

1)

2)

3)

4)

For Supreme Audit Institutions (SAls) to meet their strategic objectives and fulfil
their mandates, it is essential that all aspects of their operations are of high
quality and lead to high quality output. Quality should be built into the SAl’s
strategy, organisational culture, policies and procedures. The quality of the SAl's
work and output affects its reputation and credibility, and ultimately the ability
to fulfil its mandate effectively.

The public interest is best served by the SAI carrying out its engagements at a
consistently high level of quality. The design, implementation and operation of
a system of quality management help the SAl achieve this objective and provide
reasonable assurance that its processes are in accordance with the International
Standards of Supreme Audit Institutions (ISSAls) and applicable legal and
regulatory requirements.

The ISSAls promote independent and effective auditing by SAls, and thereby
support the credibility, quality, professionalism and reliability of public sector
auditing.

ISSAI 140 — Quality Management for SAls is intended to be used in conjunction
with the other ISSAls and with due consideration of the SAlI’'s mandate, national
legislation, structure, size and the types of audit it performs. The standard allows
for appropriate flexibility in the application of the organisational requirements
to cater for specific considerations that are unique to each SAl.



SCOPE

5) The purpose of ISSAI 140 is to set out the organisational requirements that the
SAl shall follow for quality management.?!

6) ISSAI 140 addresses the SAl’s role and responsibilities on an organisational
level and is applicable to all types of engagements covered by the ISSAls.
ISSAIl 140 may also be used for jurisdictional and other activities carried
out by the SAI.

7) ISSAI 140 is complemented by other INTOSAI pronouncements relating to
guality management for specific auditing types.

1 ISSAI 140 is based on the key principles of the International Standard on Quality Management (ISQM) 1

adapted as necessary to apply to SAls and the public sector context in which they work. ISQM 1, Quality
Management for Firms that Perform Audits and Reviews of Financial Statements, and other Assurance and Related
Services Engagements, International Auditing and Assurance Standards Board (IAASB).



THE PRINCIPLES UNDERLYING THIS STANDARD

8) ISSAIl 100 - Fundamental Principles of Public-Sector Auditing provides that each
SAl should design, implement and operate a system of quality management to
provide it with reasonable assurance that the SAl carries out all audits and other
engagements at a consistently high level of quality and in accordance with the
ISSAls, or other relevant standards and applicable legal and regulatory
requirements?. The SAl's system of quality management generally addresses the
following interconnected components in a continual and iterative manner:

SAl’s risk assessment process;

governance and leadership;

relevant ethical requirements;

acceptance, initiation, and continuance of engagements;
performing engagements;

SAl resources;

information and communication; and

monitoring and remediation process.

SAls’ quality management policies and procedures should assign and

define responsibilities for quality and quality management of

individual audits.

9) This standard defines the organizational requirements of the ISSAls based on this

principle in ISSAI 100. A SAI must comply with all organizational requirements of
ISSAI 140 in order to be able to assert that it has conducted audits in accordance
with the ISSAls. The authority of the ISSAIs is further defined in ISSAI 100.2

ISSAI 140 defines requirements in the following areas:

Establishing the system of quality management,

Establishing quality objectives,

Identifying and assessing quality risks,

Designing and implementing responses,

Monitoring the system of quality management and remedying
identified deficiencies,

2 |SSAI 100 — Fundamental Principles of Public-Sector Auditing, paragraph 36.

3 lbidem, paragraphs 7-12.



e Evaluating and concluding on the effectiveness of the system of
quality management,
e Documenting the system of quality management.



DEFINITIONS

10)

11)

12)

13)

14)

15)

16)

Deficiency (in the SAl’s system of quality management) - this exists when:

a. an appropriate quality objective is not established, or established
incorrectly;

b. a quality risk, or combination of quality risks, is not identified or properly
assessed;

c. aresponse, or combination of responses, does not reduce to an acceptably
low level the likelihood of a related quality risk occurring because the
response(s) is not properly designed, implemented, or operating effectively;
or

d. another aspect of the system of quality management is absent, or not
properly designed, implemented or operating effectively, such that a
requirement of this standard has not been addressed.

Engagement — any work carried out by the SAI that is within the scope of
the ISSAls.

Engagement quality review — an objective assessment, performed by the
engagement quality reviewer and completed before the date of the audit
report, of the significant judgments made by the engagement team and the
conclusions reached.

Engagement quality reviewer — an individual or a team, within the SAI or
external, with appropriate experience and professional knowledge to perform
the engagement quality review independent from the engagement team.

Engagement team — individuals performing the engagement, and any other
individuals who are responsible for, or perform, procedures on the engagement,
excluding an external expert and internal auditors who provide direct assistance
on an engagement.

Findings —in relation to a system of quality management, information about the
design, implementation and operation of the system of quality management,
which indicates that one or more deficiencies may exist.

Head of the SAI — person or group of persons at the highest level who lead or
manage the institution and who have the power to delegate authority and
allocate resources within the institution.



17)

18)

19)

Quality objectives — desired outcomes to be achieved by the SAl in relation to
the components of the system of quality management.

Quality risk — a risk that has a reasonable possibility of both:

a. occurring, and

b. individually, or in combination with other risks, adversely affecting the
achievement of one or more quality objectives.

Response — policies and procedures designed and implemented by the SAIl, and
actions undertaken within the system of quality management to address one or
more quality risks.

a. policies are statements of what should, or should not, be done to address a
quality risk;

b. procedures are actions to implement policies.



ORGANISATIONAL REQUIREMENTS UNDERPINNING THE SAI'S SYSTEM OF QUALITY

MANAGEMENT

ESTABLISHING THE SYSTEM OF QUALITY MANAGEMENT

Organisational requirement 1

20)

21)

22)

23)

The SAl shall design, implement, and operate a system of quality management
taking into account the changing nature and circumstances in which the SAI
operates, and changes in its engagements. The system shall cover all types of
engagements covered by the ISSAls and may also cover jurisdictional and
other activities carried out by the SAI. The system shall be integrated into the
SAl’s operations.

The head of the SAIl shall take the ultimate responsibility for the system of
quality management.

The SAl shall design and implement a risk assessment process to:
a. establish quality objectives;

b. identify and assess quality risks; and

c. design and implement responses to address the quality risks.

The SAIl shall incorporate into the system of quality management the
objectives that are relevant to ensure its independence and ability to carry out
high quality work in compliance with the principles and organisational
requirements of ISSAI 130 - Code of Ethics and ISSAI 150 — Auditor Competence
as well as the ISSAIs applicable to the individual engagements .

Application material

24)

Quality management is not a separate function of the SAl; it is the integration
of an organisational culture that demonstrates a commitment to quality within
the SAl’s strategy, operations and processes. As a result, designing the system
of quality management and the SAI’s operations and processes in an integrated
manner may promote a harmonious approach to managing the SAl, and
enhance the effectiveness of quality management. A strong organisational

9



25)

26)

27)

28)

culture supports the design, implementation and operation of the system of
guality management in achieving the SAl’s quality objectives.

Responsibility for the system of quality management involves understanding its
purpose in the SAl and putting in place an appropriate system of governance to
oversee its operation.

To operate the system of quality management, the head of the SAI may assign
responsibilities to individuals for the system and hold them accountable for the
way they exercise those responsibilities. This may involve assigning to:

a. a person or group of persons such as the most senior official or group of
officials the responsibility and accountability for the system of quality
management;

b. a person or group of persons the operational responsibility for specific
aspects of the system, such as compliance with independence
requirements, and the monitoring and remediation process.

All these responsibilities may be assigned to the same individual.

When assigning responsibility and accountability for the system of quality
management or specific aspects of it, the head of the SAl may consider whether
the person or group of persons possesses appropriate experience, knowledge,
influence and authority, and sufficient time to fulfil assigned responsibilities,
and if they understand the roles to which they are assigned and how they are
accountable.

The independence of the SAl is a prerequisite for carrying out high quality work.
The INTOSAI principles on independence are outlined in the INTOSAI-Ps, most
notably in INTOSAI P-10 Mexico Declaration on SAl Independence.

10



Organisational requirement 2

29)

30)

The SAI shall establish quality objectives, appropriate to its nature and the
circumstances in which it operates, that the system of quality management is
intended to address. The quality objectives shall relate to each of the
components of governance and leadership; relevant ethical requirements;
acceptance, initiation, and continuance of engagements; performing
engagements; SAl resources; and information and communication.

The SAI shall assess whether changes to quality objectives are needed to
reflect changes in the nature and circumstances in which the SAl operates
and/or its engagements. If such changes are needed, the SAIl shall establish
additional quality objectives or modify quality objectives already established.

Application material

31)

32)

33)

In addition to the ISSAls, laws, regulations and other standards may create a
requirement for specific quality objectives.

For the SAIl that carries out engagements in accordance with ISSAls, the ISSAIs
will provide an important basis for establishing quality objectives. For example,
ISSAl 130 provides principles of integrity, independence and objectivity,
competence, professional behaviour and confidentiality and transparency in the
context of ethics. ISSAl 150 establishes organisational requirements on auditor
competencies. Compliance with these principles and organisational
requirements are relevant objectives when establishing the SAl’s system of
qguality management. Within the ISSAls, different requirements are applicable
at the level of individual engagements to financial audits, compliance audits and
performance audits. The system of quality management serves to assure the SAl
that the engagements are carried out in accordance with the ISSAIs that are
applicable to the individual engagements.

It is advisable for the SAIl to consider the context of its work and how it may
impact its quality objectives.

11



34) The SAl may also separate quality objectives into sub-objectives to facilitate the
SAl’s identification and assessment of risks to the quality objectives and to
establish appropriate responses.

35) The SAIl decides the appropriate frequency for assessing whether changes to
quality objectives are necessary.

Governance and leadership

36) Quality objectives associated with governance and leadership of the SAI may
include one or more of the following:

a. the SAl demonstrates a commitment to quality within the organisational
culture of the SAI;

b. leadership is responsible for and accountable for quality;

c. leadership demonstrates a commitment to quality through its actions and
behaviours;

d. the organisational structure and assignment of roles, responsibilities, and
authority is appropriate to enable the design, implementation, and
operation of the SAl's system of quality management;

e. resource needs are planned, and resources are obtained, allocated, and
assigned in a manner that demonstrates the SAl's commitment to quality.

37) Leadership is not necessarily limited to senior officials and those that govern the
SAl, such as the head of the SAI.

Relevant ethical requirements

38) Quality objectives associated with ethical requirements may confirm that the
SAl and its personnel understand and fulfil their responsibilities in relation to
the relevant legal and ethical requirements (such as those set out in ISSA/ 130),
including those related to independence.

Acceptance, initiation, and continuance of engagements

39) Quality objectives associated with the acceptance, initiation, and continuance
of engagements may specify that the SAI will normally accept, initiate, and
continue engagements only if it:

12



40)

a. complies with the ISSAls and other relevant standards, applicable legal and
regulatory requirements, and ethical requirements;

b. acts within its legal mandate or authority; and
c. has the capabilities, including time and resources, to do so.

The SAl's engagements may arise (1) from its legal mandates, (2) following
requests of legislative or oversight bodies, and (3) at its own discretion. In the
cases of legal mandates and requests, the SAl may be required to conduct the
engagement and may not be permitted to make decisions about acceptance or
continuance or to resign or withdraw from the engagement.

Performing engagements

41)

Quality objectives associated with performing engagements may set
expectations on the extent to which:

a. engagement teams understand and fulfil their responsibilities in connection
to engagements, including the overall responsibility of the individual
responsible for managing and achieving quality on the engagement and
being sufficiently and appropriately involved throughout the different stages
of the engagement;

b. the nature, timing, and extent of direction and supervision of engagement
teams and review of the work performed is appropriate based on the specific
features of the engagements and the resources assigned or made available
to the engagement teams;

c. engagement teams exercise appropriate professional judgment and
professional scepticism;

d. consultation on significant matters is undertaken, especially for difficult or
contentious matters, and the conclusions agreed to are implemented and,
as appropriate, documented;

e. differences of opinion (e.g. within the engagement team, or between the
engagement team and the engagement quality reviewer or individuals
performing activities within the SAl's system of quality management) are
brought to the attention of officials at the appropriate level of the SAl,
resolved and documented appropriately;

f. audit reports are appropriate and address stakeholders’ expectations
without compromising the SAl’s independence; and

13



engagement documentation is assembled on a timely basis and is
appropriately maintained and retained to meet the needs of the SAl and to
comply with the ISSAls and any additional requirements in law, regulation
and other relevant standards.

SAl resources

42)

43)

Quality objectives associated with SAl resources may include:

personnel are recruited, trained, and retained who have the competence
and capabilities to perform engagements of a consistently high quality and
carry out responsibilities related to the operation of the SAl's system of
quality management;

. personnel develop and maintain the appropriate competence to perform

their roles, are assessed and held accountable for that, or recognised
through appropriate incentives;

individuals assigned to engagements or to perform activities within the
system of quality management have appropriate competence and
capabilities, including sufficient time, to perform their duties;

. appropriate technological resources (typically IT applications, infrastructure

and processes) are obtained or developed, implemented, maintained, and
used to enable the operation of the SAl's system of quality management and
the performance of engagements;

appropriate intellectual resources (e.g. methodologies, guides, standardised
documentation, databases, etc.) are obtained or developed, implemented,
maintained, and used to enable the operation of the SAl’s system of quality
management and the consistent performance of high quality engagements;

human, technological, or intellectual resources obtained from external
service providers are appropriate for use in the SAl's system of quality
management and in performing engagements.

The SAl is responsible for quality even when using resources from external
service providers.

Information and communication

44)

Quality objectives associated with information and communication may include
the following:

14



. the information system identifies, captures, processes, and maintains
relevant and reliable information that supports the system of quality
management;

. the organisational culture recognises and enhances the employees'
responsibilities regarding knowledge sharing within the SAl;

relevant and reliable information about the system of quality management
is communicated to personnel and engagement teams to enable them to
understand and carry out their responsibilities within the system of quality
management or engagements;

. personnel and engagement teams communicate within the SAl when
performing activities within the system of quality management or
engagements;

relevant and reliable information about the system of quality management
is communicated to stakeholders and other external parties.

15



Organisational requirement 3

45)

46)

The SAl shall identify and assess quality risks.

The SAl shall assess whether changes to quality risks or assessments of quality
risks are needed because of changes in the nature and circumstances in which
the SAIl operates or its engagements. If such changes are needed, the SAl shall
identify and assess new quality risks or modify the assessments of quality risks
already identified.

Application material

47)

48)

49)

The SAl decides the appropriate frequency for identifying and assessing quality
risks.

The following matters may assist the SAl in assessing the conditions, events,
circumstances, actions or inactions that could adversely affect the achievement
of its quality objectives, and how these risks may materialise:

a. complexity and other attributes of the SAl’s organisational and operating
environment;

b. the SAl’s strategic and operational processes;
c. characteristics and management style of SAl leadership;
d. resources available to the SAIl;

e. the ISSAls as well as laws, regulations and other relevant standards required
in the environment in which the SAl operates;

f. any partnerships in the SAl operations;

g. the nature of engagements that are performed by the SAI;
h. the types of reports that the SAl issues; and

i. the bodies that the SAl audits.

The following matters may assist the SAl in assessing the degree to which a risk,
individually or in combination with other risks, could adversely affect the

16



achievement of quality objectives:

a. how the condition, event, circumstance, action or inaction would affect the
achievement of the quality objectives;

b. how frequently the condition, event, circumstance, action or inaction is
expected to occur;

c. how long it would take after the condition, event, circumstance, action or
inaction occurred for it to have an effect, and whether in that time the SAI
would have an opportunity to respond to mitigate the effect; and

d. how long the condition, event, circumstance, action or inaction would affect
the achievement of the quality objective once it has occurred.

50) The SAI may use ratings or scores when classifying the risks.

17



Organisational requirement 4

51)

52)

The SAl shall design and implement responses to address the quality risks in a
manner that is based on, and responsive to, the assessments of those risks.

The SAI shall assess whether changes to responses are needed because of
changes in the nature and circumstances of the SAl or its engagements. If such
changes are needed, the SAl shall design and implement additional responses
or modify responses already implemented.

Application material

53)

54)

55)

56)

The SAIl decides the appropriate frequency for assessing whether changes to
responses are necessary.

Appropriate responses to address quality risks are proportionate to the
assessment of these risks. Professional judgment assists the SAl in determining
that the responses are proportionate to how the conditions, events and
circumstances, and actions or inaction adversely affect the achievement of one
or more quality objectives.

When designing and implementing responses to address quality risks, the SAI
may consider the following:

a. the nature, timing and extent of the responses;

b. the appropriate level at which to implement the responses (e.g., at the
institutional level, engagement level, or a combination of both); and

c. the necessity of documenting and communicating the response to ensure
consistent implementation.

The following are examples of responses to quality risks that the SAl may design
and implement to address quality risks:

a. the SAl establishes policies and procedures for:

i. identifying, evaluating and addressing threats to compliance with the
relevant ethical requirements; and

18



ii. identifying, communicating, evaluating and reporting of any breaches
of the relevant ethical requirements and appropriately responding to
the causes and consequences of the breaches in a timely manner;

b. the SAl obtains, at least annually, a documented confirmation of compliance
with independence requirements from all personnel required by relevant
ethical requirements to be independent;

c. the SAl establishes policies and procedures for receiving, investigating and
resolving complaints and allegations about failures to perform its
engagements in accordance with relevant requirements.

d. the SAIl establishes policies and procedures that address situations when it
is obliged by legal mandate or request to accept an engagement;

e. the SAI establishes policies and procedures that identify if and when an
engagement quality review is an appropriate response to address one or
more quality risks.* These policies and procedures may address matters
such as, but not limited to:

i identification of specific engagements or types of engagements that
require engagement quality reviews;

ii. eligibility to serve as an engagement quality reviewer;

iii. impairment of the engagement quality reviewer’s eligibility to perform
the engagement quality review; and

iv. performance of the engagement quality review.

More information can be found in ISQM 2, Engagement Quality Reviews, International Auditing
and Assurance Standards Board (IAASB).

19



Organisational requirement 5

57)

58)

59)

60)

61)

The SAIl shall establish a monitoring and remediation process to:

a. provide relevant, reliable and timely information about the design,
implementation and operation of the system of quality management;

b. identify potential strengths and deficiencies in the design, implementation
and operation of the system of quality management;

c. take appropriate action to respond to identified deficiencies such that they
are remediated on a timely basis; and

d. enable it to assess compliance with ISSAls and applicable legal and
regulatory requirements and with policies and procedures it has
established to address quality risks.

The monitoring and remediation process shall include:
a. evaluating findings to determine whether deficiencies exist;

b. evaluating the severity, pervasiveness and root cause of identified
deficiencies;

c. designing and implementing appropriate remedial actions to address those
deficiencies; and

d. evaluating whether the remedial actions have been appropriately
designed, implemented and are effective.

The SAI shall respond to circumstances when quality management findings
indicate that required procedures were omitted during the performance of an
engagement or the report issued may not comply with ISSAls and applicable
laws and regulations.

The monitoring and remediation process shall include reviews of completed
engagements. Based on the identified quality risks, the SAIl shall establish
criteria for selecting completed engagements for review.

The SAI shall establish policies and procedures that address the objectivity of

20



the individuals performing the monitoring activities.

Application material

62) The monitoring and remediation process facilitates the proactive and continual
improvement of engagement quality and the system of quality management in
addition to enabling the evaluation of the system of quality management.

63) Establishing a monitoring and remediation process may include:

a. designing monitoring activities to identify strengths in the design and
operation of the system of quality management;

b. designing monitoring activities to identify, evaluate and remediate
deficiencies in the design and operation of the system of quality
management;

c. establishing criteria for selecting engagements for review, the frequency of
reviews and who should perform them.

64) In determining the nature, timing and extent of the monitoring activities, the
SAl may consider:

a. itssize, structure and organisation;
b. the reasons for the assessments given to the quality risks;
c. the design of the responses to address the quality risks;
d. the design of the SAl’s risk assessment process;
e. the changes in the system of quality management; and
f. the results of previous monitoring activities.

65) Changes in the system of quality management may include:

a. changes to address an identified deficiency in the system of quality
management; and
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66)

67)

68)

69)

b. changes to the quality objectives, quality risks, or responses to address the
quality risks resulting from changes in the nature and circumstances in
which the SAl operates and its engagements.

When changes in the system of quality management occur, the SAl’s previous
monitoring activities may no longer provide it with information to support the
evaluation of the system of quality management. Therefore, it is advisable to
include monitoring of those changes in the SAl’s monitoring activities.

Monitoring activities may comprise a combination of ongoing monitoring
activities and periodic monitoring activities. Ongoing monitoring activities are
generally routine activities, built into the SAl’s processes and performed on a
real-time basis, reacting to changing conditions. Periodic monitoring activities
are conducted at regular intervals by the SAI.

To assist its monitoring and remediation process, the SAl may on a regular or
more occasional basis seek feedback that can support the SAl in developing
quality and quality management over time. Examples of sources of feedback
include stakeholders, peer reviews or tools provided by INTOSAI, such as the SAI
Performance Measurement Framework.

Timely communication on identified deficiencies and remediation from those
responsible for specific components of the system of quality management may
enable personnel to take action to address the deficiencies in accordance with
their responsibilities.
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EVALUATING AND CONCLUDING ON THE EFFECTIVENESS OF
THE SYSTEM OF QUALITY MANAGEMENT

Organisational requirement 6

70)

The person or persons assigned responsibility and accountability for the
system of quality management shall evaluate and conclude on the system of
quality management. The evaluation shall cover a defined period and be
performed at least annually.

Application material

71)

72)

73)

The person or persons assigned responsibility and accountability for the system
of quality management may be assisted by other individuals in performing the
evaluation. Nevertheless, they remain responsible and accountable for the
evaluation.

The conclusion can be in the form determined by the SAl. The responsible
person or persons may provide assurance by explicitly explaining what
information was obtained, how it was used in the evaluation, and why the
resulting conclusions were drawn. The conclusion may include or be
complemented by findings and recommendations.

If the conclusion is given in a more standardized format, the responsible person
or persons may conclude one of the following:

a. the system of quality management provides the SAl with reasonable
assurance that the objective of the system of quality management is
being achieved;

b. except for matters related to identified deficiencies that have a severe
but not pervasive effect on its design, implementation, and operation,
the system of quality management provides the SAl with reasonable
assurance that the objective of the system of quality management is
being achieved;

c. the system of quality management does not provide the SAl with
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74)

75)

76)

reasonable assurance that the objective of the system of quality
management is being achieved.

The information that provides the basis for the evaluation of the effectiveness
of the system of quality management can be obtained in a number of ways.
When defining these processes, the SAl has regard to the complexity of its
organisation, operating environment and the types of engagements performed.
In smaller SAls, the person(s) performing the evaluation may be directly involved
in the monitoring and remediation and will therefore be aware of the
information that supports the evaluation of the system of quality management.
In larger SAls, the person(s) performing the evaluation may need to establish
processes to collate, summarise and communicate the information needed to
evaluate the system of quality management.

In concluding on the system of quality management, the person or persons
assigned responsibility and accountability for the system of quality management
may consider

a. the SAl’s quality management risk assessment process, including its quality
objectives, quality risks, and a description of the responses and the extent
to which the SAl’s responses address the quality risks; and

b. the results of the monitoring and remediation process, including:

i. identified strengths in the design and operation of the system of
quality management,

ii. theseverity and pervasiveness of identified deficiencies and the effect
on the achievement of the objective of the system of quality
management;

iii.  whether remedial actions have been designed and implemented by
the SAl and whether the remedial actions taken up to the time of the
evaluation are effective; and

iv.  whether the effect of identified deficiencies on the system of quality
management has been appropriately corrected, such as whether
further actions have been taken as appropriate.

Applicable laws, regulations, or other factors could create circumstances when
it is appropriate to communicate the conclusion on the effectiveness of the
system of quality management to external parties. In such circumstances, it is
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advisable for the SAIl to establish procedures as to how such conclusions are
reported.
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Organisational requirement 7

75) The SAl shall prepare documentation of its system of quality management that
is sufficient to:

a. provide evidence of the design, implementation and operation of the
system of quality management;

b. support a consistent understanding of the system of quality management
by the personnel, including their roles and responsibilities within the
system of quality management and in performing engagements;

c. support the consistent implementation and operation of the system of
quality management; and

d. support the monitoring and evaluation of the system of quality management.

76)  The SAl shall establish a period of time for retaining documentation for the
system of quality management taking into account relevant standards, laws
and regulations.

Application material

77)  The SAl's judgments about the form, content, and extent of documentation may
be affected by factors related to the nature and complexity of the SAI and
engagements performed. Areas of greater quality risk, matters involving more
complex judgments, and changes to aspects of the system of quality
management may have a greater effect on the form, content, and extent of
documentation.

78)  The SAl may include in documentation of its system of quality management:
a. the SAl's quality objectives and quality risks;

b. a description of the responses and how the SAl’s responses address the
quality risks;

26



information regarding the monitoring and remediation process, including
evidence of the monitoring activities performed, the evaluation of findings
and identified deficiencies and their underlying causes, remedial actions to
address identified deficiencies and the evaluation of the design and
implementation of such remedial actions, and communications about
monitoring and remediation; and

. the basis for the conclusions reached regarding the evaluation of the system
of quality management.
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