Commission Decision 2006/677/EC is now replaced with Commission Note 2021/C66/02.

This document compares the old guidance note for internal audit under Regulation 882/2004 with
this new guidance note for internal audit under Regulation 2017/625.

1. Purpose and scope

1. Purpose and scope

The guidance document provides guidance on the nature and
the implementation of audit systems by competent
authorities, as referred to in Article 3(3)(a) and (b) of
Regulation (EU) 2017/625. The purpose of audit systems is to
verify whether official controls, and other official activities(3),
regulated by Regulation (EU) 2017/625 are effectively
implemented and are suitable to achieve the objectives of the
relevant legislation, including compliance with national control
plans.

These guidelines provide guidance on the nature and the
implementation of audit systems by national competent
authorities. The purpose of audit systems is to verify whether
official controls relating to feed and food law and

animal health and animal welfare rules are effectively
implemented and are suitable to achieve the objectives of the
relevant legislation, including compliance with national control
plans.

This guidance document seeks to describe the principles
stemming from Regulation (EU) 2017/625 with regard to
establishing national audit systems and carrying out internal
audits, rather than stipulate detailed methods with a view to
facilitating the application of the aforesaid principles across
the diversity of Member State control and audit systems. The
methods selected for applying those principles may vary
depending on the size, nature, number and complexity of the
competent authorities responsible for official controls
throughout the Member States.

These guidelines seek to lay down principles to observe rather
than stipulating detailed methods with a view to

facilitating their application to the diversity of Member State
control systems. The methods selected for applying the
principles in these guidelines may vary depending on the size,
nature, number and complexity of the competent

authorities responsible for official controls throughout the
Member States.

2. Legal Background

2. Background and legal basis

This guidance document is intended to assist Member States
in the implementation of the provisions for conducting the
audits provided for in Article 6 of Regulation (EU) 2017/625,
which reads as follows:

These guidelines lay down criteria for conducting the audits
provided for in Article 4(6) of Regulation (EC)

No 882/2004. In this connection the following extracts from
that Regulation are relevant:

Article 6 Audits of the competent authorities 1.To ensure their
compliance with this Regulation, the competent authorities
shall carry out internal audits or have audits carried out on
themselves and shall take appropriate measures in the light of
the results of those audits. 2.The audits referred to in
paragraph 1 shall be subject to independent scrutiny and
carried out in a transparent manner

Article 4(6): operational criteria for competent authorities
‘Competent authorities shall carry out internal audits or may
have external audits carried out, and shall take

appropriate measures in the light of their results, to ensure
that they are achieving the objectives of this Regulation.
These audits shall be subject to independent scrutiny and shall
be carried out in a transparent manner.’

The delegated and implementing acts adopted under
Regulation (EU) 2017/625, while not explicitly mentioned in
Article 6, are also essential for ensuring compliance with
Regulation (EU) 2017/625. Therefore, audits are to be carried
out also to ensure compliance with these delegated and
implementing acts

Article 2(6): definition of ‘audit’

‘“Audit” means a systematic and independent examination to
determine whether activities and related results comply

with planned arrangements and whether these arrangements
are implemented effectively and are suitable to achieve
objectives.’

3. Definitions

3. Definitions

For the purposes of this guidance document, reference is
made to the definitions laid down in Article 3 of Regulation
(EU) 2017/625, Articles 2 and 3 of Regulation (EC) No
178/2002 of the European Parliament and of the Council

For the purposes of these guidelines, the definitions laid down
in Article 2 of Regulation (EC) No 882/2004, Articles

2 and 3 of Regulation (EC) No 178/2002 of the European
Parliament and of the Council, 1ISO 19011:2002

4 and ISO 9000:2000 apply.

For specific audit terminology, it may be of assistance to refer
to the current versions of international standards such as I1SO
19011, ISO 9000 and The Institute of Internal Auditors (l1A)

In particular the following definitions from 1ISO 19011:2002
and I1SO 9000:2000 should be noted

‘Audit criteria’ means the set of policies, procedures or
requirements used as a reference against which audit
evidence

is compared, i.e. the standard against which the auditee’s
activities are assessed.

‘Audit plan” means the description of the activities and
arrangements for an audit.
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‘Audit programme’ means a set of one or more audits planned
for a specific time frame and directed towards a specific
purpose.

‘Audit team’ means one or more auditors conducting an audit
supported if needed by technical experts.

‘Auditee’ means organisation being audited.

‘Auditor’ means a person with the competence to conduct an
audit.

‘Corrective action” means action to eliminate the cause of a
detected non-conformity or other undesirable situation.
‘Preventive action’ means action to eliminate the cause of a
potential non-conformity or other undesirable situation.
‘Technical expert’ means a person who provides specific
knowledge or expertise to the audit team

"Audit", as defined in Article 3(30) of Regulation (EU)
2017/625, means a systematic and independent examination
to determine whether activities and the related results of such
activities comply with planned arrangements and whether
these arrangements are applied effectively and are suitable to
achieve the objectives

Other definitions that are relevant for the purposes of this
guidance document:

For the purposes of these Guidelines, the following definitions
apply:

"Audit body" means the body that carries out the audit
process. This may be an internal or external entity

‘Audit Body’ means the body that carries out the audit
process. This may be an internal or external entity

"Audit universe" means an inventory of audit areas that is
compiled and maintained by the audit body to identify areas
for audit during the audit planning process

"Audit system" means the combination of one or more audit
bodies carrying out an audit process within or across
competent authorities

‘Audit system’ means the combination of one or more audit
bodies carrying out an audit process within or across
competent authorities

"Audit process" means the set of activities described in Section
5.1. (Systematic Approach) and Section 6. (Performing an
Audit).

‘Audit process’ means the set of activities described in Section
5.1. (Systematic Approach).

"Audit programme" means a set of one or more audits
planned for a specific time frame and directed towards a
specific purpose

"Audit plan" means the description of the activities and
arrangements for an audit

"Audit approach" means the degree of emphasis to be placed
during an audit on the activities being audited (e.g. auditing
compliance directly, with an initial focus on outputs and
outcomes, versus auditing the control systems, with an initial
focus on systems and controls).

‘Production chain’ means the whole production chain
incorporating all ‘stages of production, processing and
distribution’

as defined in Article 3(16) of Regulation (EC) No 178/2002.

4. Fundamental principles

4. General Guidance

The audit systems should cover all official controls and other
official activities at all stages of the Union agri-food production
chain, covered by Regulation (EU) 2017/625, including the
activities of all competent authorities regardless of their way
of organisation or administrative level, and all agencies or
control bodies involved. In order to achieve this, audit(s)
should, where necessary, extend beyond and across
administrative boundaries. Where multiple audit systems exist
in a Member State, mechanisms should be put in place to
ensure that, when combined, full coverage of all the above
activities is achieved.

Where a combination of audit systems is introduced in a
Member State, mechanisms should be put in place to

ensure that the audit systems cover all control activities under
Regulation (EC) No 882/2004, including animal

health and animal welfare and at all stages of the feed and
food-production chain, and including the activities of all
agencies or control bodies involved
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To build and maintain confidence in the integrity of the audit
system, management and implementation of the audit process
are to be transparent to all relevant stakeholders. In
particular, there should be full transparency between the
audit body and the auditee (see table in section 5.2 below).
Ensuring the audit process is transparent in the eyes of other
stakeholders is a way to promote confidence and assist in the
dissemination of information, in particular the sharing of best
practice within and between competent authorities

Independence should be addressed at organisational,
functional, audit process and auditor level. The audit body and
audit team should be appointed by and report to top
management of the competent authorities. A clear,
documented mandate affording adequate power to conduct
the audits should be provided. This mandate should include at
least the purpose, responsibilities, authority and
accountability of the audit body, and any other aspects, which
are considered necessary to reach a satisfactory level of
independence. The audit body and the audit team should not
be involved in managing or supervising the control systems
being audited

Where control tasks are delegated, and the competent
authority has chosen to audit rather than to inspect the
delegated body, then the contractual obligations of that
delegated body should include the acceptance of auditing
requirements and the conditions thereof

In particular, where control tasks are delegated to a control
body, and the competent authority has chosen to audit
rather than to inspect the control body, then the contractual
obligations of that delegated body should include the
acceptance of auditing requirements and the conditions
thereof

Independent scrutiny should be a regular and planned
process, external to the audit body, to ensure that the audit
system is capable of producing objective results and the
competent authorities meet their obligations under Article
6(2) of Regulation (EU) 2017/625

In addition to the specific guidance set out in this document,
ISO 19011 may serve as a source for general guidance

In addition to the specific guidance set out in this document,
ISO 19011:2002 should be referred to for general
guidance

5. Implementation of the audit process General
Guidance

5. Nature of the audit process

5.1. Systematic approach

5.1. Systematic approach

The audit process should be managed in a systematic manner.
To that end, the audit process should:
— Be the result of a transparent planning process identifying
risk-based priorities in line with the competent authority’s
responsibilities under Regulation (EU) 2017/625.
— Include multi-annual strategic planning which is:

— the basis for setting goals and priorities;

— a starting point for deciding which audit topics will be

selected for audit; and

— a basis for detailed annual planning.
— Through strategic planning identify the audit universe:
grouping it into auditable entities, identifying sources of
information to inform the planning process and establishing
selection criteria to be used for audit topic selection.
— Establish an audit programme that ensures adequate
coverage of all relevant areas of activity and all relevant
competent authorities regulated by Regulation (EU) 2017/625
at an appropriate risk-based frequency over a period not
exceeding five years. The audit programme may include

A systematic approach should be applied to the planning,
conduct, follow-up and management of audits. To that

end, the audit process should:

— be the result of a transparent planning process identifying
risk-based priorities in line with the competent

authority’s responsibilities under Regulation (EC) No
882/2004,

— form part of an audit programme that ensures adequate
coverage of all relevant areas of activity and all relevant
competent authorities within the sectors covered by
Regulation (EC) No 882/2004 at an appropriate risk-based
frequency over a period not exceeding five years,

— be supported by documented audit procedures and records
to ensure consistency between auditors and to

demonstrate that a systematic approach is followed,

— include procedures for generating audit findings, including
the identification of evidence of compliance and
noncompliance,
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information on types of audits, resources, timetable, review
frequency (e.g. once a year or more frequently).
— Be supported by documented procedures and records to
ensure consistency and to demonstrate that a systematic
approach is followed. Such procedures should cover:
— Risk-based planning of the audit programme.
— Generating audit findings, including the identification
of evidence of compliance and non-compliance, as
appropriate.
— Preparing, approving and distributing audit reports.
— Review of audit conclusions, in order to identify
system-wide strengths and weaknesses in the control
system, disseminate best practice and ensure the
monitoring of corrective and preventive actions.
— Be monitored and reviewed to ensure the audit
programme's objectives have been met and to identify
opportunities for improvement.

as appropriate, and for preparing, approving and distributing
audit reports,

— include procedures to review audit conclusions, in order to
identify system-wide strengths and weaknesses in the
control system, disseminate best practice and ensure the
monitoring of corrective and preventive actions,

— be monitored and reviewed to ensure the audit
programme's objectives have been met and to identify
opportunities

for improvement.

Where more than one audit programme is envisaged within a
Member State, steps should be taken to ensure that such
programmes are effectively coordinated, so as to ensure a
seamless audit process across the relevant competent
authorities. The audit programme(s) should also cover all
relevant levels of the competent authority’s hierarchy.

Where more than one audit programme is envisaged within a
Member State, steps should be taken to ensure that

such programmes are effectively coordinated, so as to ensure
a seamless audit process across the relevant competent
authorities. The audit programme(s) should also cover all
relevant levels of the competent authority’s hierarchy

5.2. Transparency

5.2 Transparency

In order to demonstrate the audit process is transparent,
documented procedures should support a clearly defined
audit planning process, which includes the establishment of
audit objectives, criteria, selection of the audit approach and
audit report approval and distribution mechanisms.

In order to demonstrate the audit process is transparent,
documented procedures should, in particular, include a
clearly defined audit planning process, audit criteria and audit
report approval and distribution mechanisms

Management and implementation of the audit process should
be transparent to all relevant stakeholders. In

particular, there should be full transparency between the
audit body and the auditee. Ensuring the audit process

is transparent in the eyes of other stakeholders will assist in
the dissemination of information, and in particular in

the sharing of best practice within and between competent
authorities

The competent authorities should adopt the appropriate
measures to ensure transparency, taking into account the
relevant requirements of national and Union legislation and
other conditions as appropriate. To that end, the competent
authorities should consider encouraging practices that
improve the transparency of the process. Some examples of
such practices are listed in the Table below. When deciding on
which measures to apply, the competent authorities should
balance the need for transparency against the risk of
undermining the audit system's ability to achieve its
objectives. In order to optimise the benefits of transparency, it
should be combined with balanced reporting, that is a proper
mixture of verified compliance (positive findings) and areas for
improvement (negative findings).

The Member States should adopt the appropriate measures to
ensure their audit systems are transparent, taking

national legal and other requirements into account. To that
end, the Member States should consider encouraging
practices that improve the transparency of the process. Some
examples of such practices are listed in the Table

below. When deciding on such measures, the Member States
should balance the need for transparency against the

risk of undermining the audit system's ability to achieve its
objectives. In order to optimise the benefits of

transparency, it should be combined with balanced reporting,
that is a proper mixture of verified compliance

(positive findings) and areas for improvement (negative
findings).
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Examples of practices improving the transparency of an audit process

riat.s Acmoss competent ,
‘. ~ i a e d
Audit bady prctices Audites \ I‘I.h.ITI dm-.lp_ﬂtm authorities (within FUH_L sl cther
P authority . . stakeholdens
’ Member States)

Access w0 documented audit body
procedures v v v
Consultation on planning of audit
programme v v v
Publication of audit programme < < v v
Submission of audit plan N N
Opportunity to comment on draft audit
report ! v v
Distribution of final audit report N N v
Publication of auditee’s comments on
draft report v v v
Publication of final audit report N N v v
Publication of summaries of final audit
reports and of annual report v v v v
Publication of auditee’s action plan N N v v
Publication of follow-up results ‘/ ‘/ v v

5.3. Independence

5.3. Independence

Audit bodies should be free from any commercial,
financial, hierarchical, political or other pressures that
might affect their judgment or the outcome of the audit
process. The audit system, audit body and auditors should
be independent of the activity being audited and free from
bias and conflicts of interest.

Audit bodies should be free from any commercial, financial,
hierarchical, political or other pressures that might affect
their judgment or the outcome of the audit process. The
audit system, audit body and auditors should be
independent

of the activity being audited and free from bias and conflicts
of interest. Auditors should not audit areas or

activities for which they have direct responsibility

Full independence is not achievable in many
circumstances. What is required is a level of independence
that a reasonable outside observer would consider as
sufficient to ensure the audits are conducted in a fair,
objective and impartial manner and that the audit body
and its auditors are not subject to undue influence or have
a conflict of interest that would prejudice either the audit
process or individual audits.
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The audit body should be provided with sufficient qualified
and competent staff, funding, infrastructure, and other
resources needed to execute the audit programme. The
audit body should be granted access to continuous
professional development and relevant technical expertise

The audit body should be free of undue influence at all
levels of the audit process. In particular, approval of the
audit programme and reports should not be influenced or
hindered by the auditee. The audit body should have the
freedom to develop the audit scope and objectives and
have access to all premises and information that is
necessary to achieve audit objectives.

A check should be carried out to ensure no conflict of
interest exists for the audit body, the audit team or any
attached technical expert. Members of the audit team
should behave objectively, impartially, independently,
without bias, with fairness, intellectual honesty, integrity,
and declare a conflict of interest when appropriate. To
that end, the rotation of auditors and/or of audit teams
may assist in achieving this

All relevant competent authorities should introduce
safeguards to ensure that responsibility and accountability
for

audit and control activities, such as the management and
supervision of official control systems, are kept sufficiently
distinct.

Where the audit team makes recommendations for
corrective and preventive action, the auditee should choose
the

methods to be applied for such action. Active audit team
involvement in follow-up should be limited to assessing

the suitability of the action plan and the effectiveness of the
corrective and preventive action. Auditees should not be

in a position to impede the audit programme, findings or
conclusions. They should be consulted on the draft report
and their comments should be considered by the audit body.
Where appropriate, those comments should be taken

into account in a transparent manner

The following points may help ensure that the audit process
safeguards the independence of both the audit body and
the audit team:
— a clear, documented mandate affording adequate power
to conduct the audits should be provided,
— neither the audit body nor the audit team should be
involved in managing or supervising the control systems
being audited,
— for external audits, the audit body and audit team should
be external to, and independent of, the organisational
hierarchy of the auditee,
— for internal audits, the following general principles should
apply to ensure the process is independent and
transparent:
— the audit body and audit team should be appointed by
top management,
— the audit body and/or the audit team should report
to top management,
— a check should be carried out to ensure no conflict of
interest exists for either the audit body or the audit
team.
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Independent audit bodies should be external to or separate
from the management of audited activities. Internal audit
bodies should report to the most senior management within
the organisational structure.

Where technical expertise required for the audit is only
available within the competent authority being audited,
measures should be taken to ensure the audit team
remains independent. Where control activities are
organised on a regional basis, technical experts could be
exchanged in order to ensure they are independent.
Where technical experts have to be sourced outside of the
audit body, measures should be taken to ensure they are
independent and have no conflict of interest that would
compromise the independence of the audit team

Where technical expertise required for the audit is available
only within a competent authority, measures should be
taken to ensure the audit team remains independent.
Where control activities are organised on a regional basis,
technical specialists could be exchanged in order to ensure
they are independent

5.4. Independent scrutiny

5.4. Independent Scrutiny of the Audit Process

In order to check whether it is achieving its objectives, the
audit process should be subject to scrutiny by an
independent person or body. Such independent person or
body should have sufficient authority, expertise and
resources to carry out this task effectively. The approaches
to independent scrutiny may vary, depending on the
activity or the competent authority. Where a body or a
committee has been established with a view to independent
scrutiny of the audit process, one or more independent
persons should be members of such body or committee.
Such independent persons should have access to the audit
process and be empowered to contribute fully to it.

Action should be taken to remedy any shortcomings
identified in the audit process by the independent person or
body.

The process of independent scrutiny should be carried out
by a person(s) from outside both the audit body and the
organisation subject to internal audits with sufficient level
of independence and expertise to scrutinise the audit
process. Where a body or a committee has been
established with a view to independent scrutiny of the
audit process, one or more independent persons should
be members of such body or committee

Independent scrutiny should cover the whole audit
process, including programming, planning and executing
audits, reporting (including approval of reports), corrective
action and follow-up. It should also cover the different
threats to independence and mechanisms to manage
them. Independent scrutiny is not an audit, however, such
scrutiny can also be performed using an audit approach.
The scrutiny can vary in scope, level of detail and intensity
and should provide:

— An objective evaluation of the effectiveness and
independence of the audit process and audit body.

— Feed-back for continuous improvement.

— Confidence to the audit body, competent authorities'
management and other stakeholders that the audit
process is meeting the objectives of Article 6 of Regulation
(EU) 2017/625.

Such scrutiny should be regular but the frequency may
vary depending on the results of previous scrutiny and the
internal controls applied by the audit body

The competent authorities should ensure(6) that the
process of independent scrutiny is documented, including:
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terms of reference, roles and responsibilities,
confidentiality, code of ethics, rights and obligations,
reporting and dissemination requirements

The audit body should take action to remedy any
shortcomings identified by the independent scrutiny

6. Implementation of the Audit Process

5.5. Principal objectives

6.1. Guiding Principles: (a) Compliance with planned
arrangements; (b) Effective implementation; (c) Suitability to
achieve objectives

The purpose of audit systems is to verify competent
authorities' compliance with Regulation (EU) 2017/625,
and as well the functioning of the official control systems.
To this end, and to comply with the requirements of
Article 6 of Regulation (EU) 2017/625, the audit system
should cover the following three points set out in Article
3(30) of Regulation (EU) 2017/625:

To comply with the requirements of Article 4(6) of
Regulation (EC) No 882/2004, the audit system should cover
the

following three points set out in Article 2(6):

a) Verification that official controls are carried out in
compliance with planned arrangements.
This is to provide assurances that competent authorities
meet their general obligations(7) and that official controls
are carried out as intended and that any instructions or
guidelines given to staff carrying out such controls are
followed.
Verification of this requirement may largely be addressed
by document review, but should also include on-site
verification. The audit team should have good generic
audit knowledge and skills to address this audit objective

(a) Verification of compliance with planned arrangements in
order to provide assurances that official controls are

carried out as intended and that any instructions or
guidelines given to staff carrying out the controls are
followed. This may largely be addressed by document
review, but will also require on-site verification. The audit
team will require good generic audit knowledge and skills to
address this audit objective.

b) Verification that planned arrangements are applied
effectively.
Effectiveness is the extent to which the official controls
produce an (intended) effect / achieve an objective. An
adequately functioning official control system is expected,
through its planned arrangements to verify compliance
with the relevant legal requirements and, when non-
compliances are detected, to take actions to mitigate or
eliminate these non-compliances within an appropriate
time interval. Additionally it should exercise a level of
control and enforcement that can act as a deterrent to
non-compliance and manage risks to safe food.
Verification of this requirement should include an
assessment of the quality, reliability and consistency of the
controls and should involve on-site audit activities. The
audit team should have the relevant technical expertise in
order to address this audit objective.

(b) Verification of the effective implementation of planned
arrangements. In order to assess effectiveness, that is the
extent to which planned results are achieved, on-site
operational implementation must be included. This should
include an assessment of the quality and consistency of the
controls and should involve on-site audit activities.

The audit team will require the relevant technical expertise
in order to address this audit objective.

c) Verification that planned arrangements are suitable to
achieve the objectives of official controls
Suitability is about the "fitness for purpose" of the design
and implementation of the control system to achieve the
desired results, namely, the objectives of Regulation (EU)
2017/625, of the Member States’ multi-annual national
control plans (MANCPs) or national policy objectives. This
aspect is particularly relevant when there are indications
that controls, performed in accordance with planned
arrangements, are not achieving their planned results or
objectives. Verification of this requirement should include
assessing the official controls, for example their planning,
their frequency / intensity and the methods applied, having
regard to the structure and risk profile of the production
chain(s) and to production practices and volume. It should

(c) The audit system should also seek to assess whether the
planned arrangements are suitable to achieve the
objectives of Regulation (EC) No 882/2004, and in particular
the single integrated multi-annual national

control plan. This should include assessing the suitability of
official controls, with regard, for example, to

their frequency and the methods applied, having regard to
the structure of the production chain(s) and to

production practices and volume. The audit team should
have substantial knowledge and understanding of

system auditing, together with relevant technical input to
address this audit objective.
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also look at constraints that may have influenced the
planning or implementation of arrangements.

The audit team should have substantial knowledge and
understanding of system auditing, together with relevant
technical input to address this audit objective

In order to determine whether the planned arrangements
are suitable to achieve the objectives set out in (c) above,
the following should be considered:

Audit criteria should include strategic objectives stemming
from Regulations (EC) No 178/2002 and (EC)

No 882/2004 (including the single integrated multi-annual
national control plan) and national legislation.

The primary focus of audits should be the control
arrangements relating to the critical points for control in the
production chain(s). The emphasis should be on assessing
whether planned arrangements are capable of delivering
sufficient guarantees on (a) the safety of the end-product(s)
and (b) compliance with other feed and food law
requirements and with animal health and welfare rules. In
order to achieve this, audit(s) should where possible

extend beyond and across administrative boundaries.

6. Performing an audit

6.1. Audit planning and preparation

The auditor (or audit team) should plan the auditin a
manner which ensures that the audit is carried out in an
efficient and effective way and in a timely manner.

The audit plan should provide an understanding, technical
and legal, of the audit topic and the likely auditees,
determine the audit objectives and scope, establish the
audit criteria, identify key/risk areas, select the audit
approach, and estimate resources and timing

Audit criteria should include objectives stemming from the
MANCPs, Regulations (EC) No 178/2002 and (EU)
2017/625, as well as specific requirements of relevant EU
legislation and national legislation, if applicable

Once the audit objectives, scope and audit criteria have
been defined, the audit’s approach, methodology and
techniques should be determined. The purpose of setting
out the audit approach is to ensure that the audit
objectives are achieved and sufficient appropriate audit
evidence is collected to draw valid, reliable audit
conclusions. The auditor (or audit team) should develop
such approach using professional judgement

The audit team should, at the audit planning stage,
consider what audit evidence should be required. Planning
the evidence needed and how, when and where to collect
it is an integral part of the audit planning process. The
quality of the evidence collected has a direct and
significant effect on the audit findings and conclusions

6.2. Conducting the audit

Before commencing audit activity the audit team should
ensure that the auditee is fully informed of the purpose,
objectives and scope of the audit and of any requirements
for contributions or assistance from the auditee, for
example access to premises, documents or data either in
advance of, or, during the audit.
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Holding an opening meeting is a good opportunity to
ensure that relevant information is communicated
between the audit team and the key auditee staff. This
meeting provides a forum to clarify audit objectives,
ensure the audit plan is understood, establish working
arrangements and address any outstanding issues

When conducting an audit, the audit team should collect,
verify and analyse/evaluate the audit evidence to ensure it
is appropriate and sufficient to achieve the audit
objectives, in particular on the compliance with the
planned arrangements, the effectiveness of the
implementation and the suitability of the planned
arrangements to achieve the stated objectives. These
activities should be recorded

Audit evidence needs to be compared to the audit criteria
and the audit objectives to allow the audit team produce
audit findings and present persuasive audit conclusions.
Only audit evidence that is appropriate and sufficient will
effectively support audit findings, conclusions and
recommendations (where applicable) which are capable of
withstanding challenge and satisfy internal and external
review

In the closing meeting, the audit team presents the results
of the audit and there should be an opportunity for:

— Discussion of preliminary findings and conclusions with
the management of the auditee and obtaining
management feedback on them.

— The auditee to correct misunderstandings and to
discuss the preliminary findings and conclusions and to
provide further information or clarification in support of
their position.

— The auditee to provide their views on the conduct of
the audit.

The audit team may review the preliminary findings and
conclusions based on further analysis of the evidence
collected or further evidence to be submitted

Any relevant auditee feedback provided should be
recorded and considered when reporting on the audit and
in the conduct of future audits

6.3. Audit reporting 6.2. Audit Reporting

Audit reports should contain clear conclusions stemming
from the audit findings and, where appropriate,
recommendations:

The audit report is a very important part of the audit to:

— Provide relevant assurances about the functioning of
the processes subject to audit.

— Identify and disseminate good practices.

— Identify areas of non-compliance or weakness and bring
them to the attention of the auditee for corrective and, or,
preventive action.

— Prepare a basis for follow-up of the action taken by the
auditee in response to audit recommendations.

— Provide an opportunity to communicate with wider
stakeholders, where applicable.

An audit report should be objective, persuasive and timely.

In order to be objective the audit team should, when
reporting, present relevant evidence including any that
may be opposed to or not supportive of its opinion or
conclusion. Selective presentation of evidence should be
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avoided and opinions of the audit team not supported by
sound evidence should not be reflected in the report.
Reporting should be balanced and not focus exclusively on
negative elements. The report should contain positive
statements where the auditee’s activities are found to be
well organised and performed.

A persuasive audit establishes its credibility by presenting
valid, evidence-based findings, logical conclusions and
practical, realistic and relevant recommendations. The
report should be logically structured leading the reader
through the process from the purpose of the audit, the
audit objectives and scope through findings and
conclusions to recommendations. There should be clear
coherence between evidence, findings, conclusions and
recommendations.

Conclusions should address the compliance with the
planned arrangements, the effectiveness of the
implementation, and the suitability of the planned
arrangements to achieve the stated objectives, as
appropriate (see section 5.5). They should be based on
objective evidence. In particular, where conclusions are
drawn as to the planned arrangements' suitability to
achieve the stated objectives, evidence may be obtained
from the compilation and analysis of results from several
audits. In this case conclusions should extend beyond the
boundaries of individual establishments, units of
authorities and authorities.

— Conclusions should address the compliance with the
planned arrangements, the effectiveness of the
implementation,

and the suitability of the planned arrangements to achieve
the stated objectives, as appropriate. They

should be based on objective evidence. In particular, where
conclusions are drawn as to the planned

arrangements' suitability to achieve the stated objectives,
evidence may be obtained from the compilation and
analysis of results from several audits. In this case
conclusions should extend beyond the boundaries of
individual

establishments, units of authorities and authorities,

Recommendations should be directed at eliminating or
correcting the reasons why the auditee failed to meet the
audit criteria. Recommendations should not prescribe the
action to be taken by the auditee but instead specify the
result to be achieved by the auditees' intervention of
corrective and/or preventive action

— Recommendations should address the end-result to be
delivered rather than means of correcting non-compliance.
Recommendations should be based on sound conclusions.

Minimum content of the report should include:

— the identification of audit, dates, places, and the
auditee

— the audit objectives, scope, methodology, and criteria
— the audit findings (and related evidence), conclusions
and, where applicable, recommendations.

Depending on the policy of the audit body the audit team
may, or may not, be identified in the report.

6.4. Follow-up of audit output

6.3. Follow-up of Audit Outcome

Where appropriate, an action plan should be drawn up
and delivered by the auditee. It should propose time-
bound corrective and preventive actions(9) to address any
recommendation resulting from the audit. The audit
team(10) should assess the suitability of the action plan
and may be involved in verifying its subsequent
implementation:

— The action plan enables the audit team to assess
whether the proposed corrective and preventive action is
sufficient to address the recommendations of the audit
report. Action plans should include risk-based
prioritisation, responsibility for implementation and time
frames for completion of corrective and preventive action.

Where appropriate, an action plan should be drawn up and
delivered by the auditee. It should propose time-bound
corrective and preventive action to address any weakness
identified by the audit or audit programme. The audit team
should assess the suitability of the action plan and may be
involved in verifying its subsequent implementation:

— an Action plan enables the audit team to assess whether
the proposed corrective and preventive action is sufficient
to address the recommendations of the audit report. Action
plans should include risk-based prioritisation and

time frames for completion of corrective and preventive
action. A wide range of different action plans could be
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A variety of action plans could be considered satisfactory.
It is for the auditee to choose from the various options
available.

— Corrective and preventive action should not be
confined to addressing specific technical requirements but
should, where appropriate, include system-wide measures
(for example communication, cooperation, coordination,
reviewing and streamlining of control processes). A root
cause analysis of any non-compliance should be conducted
by the auditee in order to determine the most appropriate
corrective and preventive action. Any differences of
opinion between the auditee and audit team should be
resolved.

— Close-out: Mechanisms should be established to ensure
that action plans are appropriate and that corrective and
preventive actions are effectively completed in a timely
manner. Procedures for verifying the close out of the
action plan should be agreed between the auditee and the
audit team.

considered satisfactory. It is for the auditee to choose from
the various options available,

— Corrective and preventive action should not be confined
to addressing specific technical requirements but should,
where appropriate, include system-wide measures (for
example communication, cooperation, coordination,
reviewing and streamlining of control processes, and so
forth). A root cause analysis of any non-compliance

should be conducted by the auditee in order to determine
the most appropriate corrective and preventive action.
Any differences of opinion between the auditee and audit
team should be resolved,

— Close-out: Mechanisms should be established to ensure
that action plans are appropriate and that corrective and
preventive actions are effectively completed in a timely
manner. Procedures for verifying the close out of the
action plan should be agreed between the auditee and the
audit team.

7. Review and dissemination of audit results

6.4. Audit Review and Dissemination of Best Practice

Audit results and, where applicable, feedback should be
considered while planning future audit programmes and in
the context of the review of the audit process.

The implications of audit findings or non-compliances for
other sectors, regions or other competent authorities
should be considered, particularly in Member States
where controls are performed by several competent
authorities or are decentralised.

The implications of audit findings for other sectors and
regions should be considered, particularly in Member States
where controls are delegated to a number of competent
authorities or are decentralised. In particular, examples of
best practice should be disseminated. For this purpose,
reports should be made available to other sectors and
regions within the Member State and to the Commission.
Audit results should also be considered while planning the
audit programme and in the context of the review of the
single integrated multi-annual national control plan.

Internal audits provide an independent evaluation of the
effectiveness and suitability of the official controls to
achieve objectives. Therefore, audit results should be
made available to Member States' relevant competent
authorities to assist them in developing and improving
their control systems and reviewing their MANCPs.

Audit results may also identify examples of best practice,
which should be disseminated. These examples may be
used by the auditee in other areas or by other entities
engaged in similar activities to improve their processes.
For this purpose, reports should be made available to
other sectors and regions within the Member State and to
the Commission, when requested.

8. Other issues

8.1. Resources

6.5 Resources

Member States should ensure that competent authorities
have sufficient implementing powers (legal and
administrative), and resources, with the appropriate
competences, to establish, implement and maintain an
effective audit system.

Member States should ensure that competent authorities
have sufficient implementing powers, and resources, with
the appropriate authority, to establish, implement and
maintain an effective audit system.

The human and related resources required to manage,
monitor and review the audit process should be made
available, bearing in mind that all competent authorities

The human and related resources required to manage,
monitor and review the audit process should be made
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and their control activities within Regulation (EU)
2017/625 should be audited. In order to have the
necessary expertise to fulfil the purpose and scope of the
audit and audit programme(s), the audit team may include
any combination of general and technical specialist
auditors and technical experts.

available, bearing in mind that all competent authorities and
their control activities should be audited over a

period not exceeding five years. General guidance on the
resources required for auditing is provided in ISO

19011. In order to have the necessary expertise to fulfil the
purpose and scope of the audit and audit programme(s),
the audit team may include any combination of general and
technical specialist auditors and technical experts. Care
should be taken to ensure the objectivity and independence
of the audit team, especially where technical experts are
required. To that end, the rotation of auditors and/or of
audit teams may assist in achieving this.

General guidance on the resources required for auditing is
provided in ISO 19011.

8.2. Auditor competence

6.6. Auditor Competence

Auditor competence and selection criteria should be
defined under the following headings:

— Generic knowledge and skills,

— Audit principles, procedures and techniques;
management/organisational skills,

— Specific technical knowledge and skills,

— Personal attributes,

— Education,

— Work experience,

— Auditor training and experience.

Auditor competence and selection criteria should be defined
under the following headings:

— generic knowledge and skills — audit principles,
procedures and techniques; management/organisational
skills,

— specific technical knowledge and skills,

— personal attributes,

— education,

— work experience,

— auditor training and experience.

It is essential to put a mechanism in place to ensure
auditors are consistent and their competencies are
maintained. Competencies required by audit teams may
vary depending on the area they are auditing within the
control or supervision systems. The auditors should have
the required technical knowledge and skills and be familiar
with the subject matters for the training of staff
performing official controls and other official activities, set
out in Chapter | of Annex Il to Regulation (EU) 2017/625.

It is essential to put a mechanism in place to ensure auditors
are consistent and their competencies are maintained.
Competencies required by audit teams will vary depending
on the area they are auditing within the control or
supervision systems. As regards the technical knowledge and
skills required by auditors, the training requirements for
staff performing official controls (Chapter 1 of Annex Il to
Regulation (EC) No 882/2004) should also be considered.




