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TERMINOLOGY (Notdefinitions):

Audit

Atermusedto describe the physical examination of actual practice,
or the results achieved, for an activity and the comparison with
requirements detailing what should be done and how it should be
done, or the results that should have been achieved.

Auditsare notundertaken toverify that actualpractice, oranitem,
is accepiable in order fo allow continuation of the process. Audits
are undertaken in order to provide unbiased objective data to
enable judgements o be made about the overall acceptability of a
system, process or product.

Auditing is primarily a feedback mechanism for the purpose of
providing confidence that a process or system is capable of
providing accepiable outpiis or ontcome.

System / Process / Product Audit
Audit toverify the effective imlementation of a system/ process or
that a preduct complies with requirements.

Internal Audit
Audit undertaken by an organisation on its own system, process
or product.

Compliance Audit
An audit conducted to verify that a product or process complies
with requirements.

Audit client
Organisation or person requesting an audit and requiring the audit
information.

Audit criteria
Set of policies, procedures or requirerents that the auditor is
verifying conformity with.

Audit findings
Facts obtained by the auditor indicating conformity or
nonconformity with the andit criteria.

Audit Scope
Those parts of the organisation that are to be subject to audit
activity.

Auditee
The organisation or person being audited.

Auditor
A person with the anthority to undertake an audit.

Inspection

The true meaning relates to the physical inspection of a tangible
item for the purpose of verifying that it meets the specified
requircments, and is suitable for continued processing or delivery.

Note: The term "inspection” is often applied to the activities
undertaken by a regulatory ‘inspector’. This activily is befter
known outside aviation as "Audit".

Nonconformity
A generic term used to describethe factual evidence that indicates
that there is a situation that does not meet specified requirements.

Noncompliance
A term used to describe the factual evidence that indicates that
there is a situation that does not meet regulatory requirements.

Objective evidence
Evidence thatexists such asrecords, orotherinformation including
observations. {Statements made are not objective evidence).

Quality

A totality of features or characteristics of a product / service that
satisfy customer requirements / expectations, or is fit for the
intendeduse. (Goed qualityimplies features andchracteristics that
meet defined requirements)

Safety
An intrinsic property of a product / service or of a system.

Assurance

The means ofproviding confidence that amanagement system is
betng implemented effectively and that requirements will be met.
{The term 'Assurarice’ may be linked to a management system
focusing on quality, when it is termed "Quality Assurance”,
however it may also be linked to Safety when it may be termed
"Safety Assurance™)

Quality Control
Mechanisms used, such as checks or tests, that are performed to
ensure that requirements are met.

Management System
The means by which an organisation manages its activities to
achieve its objectives.

Objective
A specific target that management wish to meet. This could be in
relation to Safety, Quality, Environmental performance, ete.

Policy

A statement setting out the overall intentions of an organisation
in relation to the delivery of products / services meeting specified
requirements (relating o overall standardsto be achieved, intrinsic

safety etc.).
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Contribution of Suppliers
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Management System Review
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Management Systems - Basic Principles.

Many regulations are now requiring organisations to adopt more formalised and
systematic approaches to managing their aviation related activities with recognition
that the intrinsic ability of an organisation to effectively manage itseif is likely to
have a direct effect on safety performance. In particular there is often a requirement
for an organisation to put in place a "Management System" and although guidance
material is available to explain what is meant by the terminology, difficulty may stili
be experienced in understanding the concepts and in knowing what is required in
order to put in place a "Management System" that is deemed to be satisfactory.

Section 1 /Page 2 Auditing in relation to Flight Crew Licensing (01/01)
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What is a "Management System"?

An organisation has a desire to meet certain objectives. These objectives may
relate to regulatory compliance, the provision of products and/or services to
specified standards, business efficiency, the meeting of financial targets, return on
investment for shareholders, growth, etc.

Normally for a commercial organisation there will be the realisation that growth
and shareholder satisfaction will be heavily dependent upon overall efficiency and
the ability of the organisation to attract and retain customers. Attracting and retaining
customers will require the organisation to focus on quality, and to manage any
influences that could give rise to adverse effects relating to the product/ service
provided. Such influences could relate to Safety, Environmental impacts, etc. for
which there could also be regulatory requirements.

Non-commercial organisations may have a similar need to manage effectively in
order to achieve objectives, set either by the organisation itself or by higher
authorities.

A management system is the means by which an organisation plans and
manages its activities in order to meet its objectives, which in turn act in
support of an overall business policy.

Management Systems

A “Management System” is the means by which
an organisation plans and manages its activities
in order to meet its objectives.

A collectlon of processes” that an oraamsatton
puts_m place rmd=n seds to mit _age ejfecttvely
'cramsatzonal ob]ecttves

Auditing in relation to Flight Crew Licensing (01/01) Section 1/ Page 3



Process based management systems.

Activities undertaken in an organisation are usually referred to as 'Processes' and
amanagement system is simply a collection of processes that the organisation
needs to putin place and manage effectively in order to achieve its organisational
policy and associated objectives.

Policy Deployment

The Management System
Is the means of deploying

Policy An organisations policies

Deployment

There isno point in the management of an organisation putting in place a high level
policy, relating to safety etc. unless they are also prepared to develop a management
system that will act to ensure that the policy is'deployed' throughout the organisation
atall levels and withall personnel. The management system will need to be carefislly
determined to suit the needs of the organisation, not only to act in support of the
high level policy but also taking into consideration the material resources available,
the cultural environment and the needs of operational and support staff.

A management system will be unique to a particular organisation, and it is wrong
to assume that what might be suitable in one organisation will also be suitable in
another. There is also a distinct difference between "process’ and 'documented
procedure’. Processes need to be designed to enable specific objectives to be
achieved, they may or may not require one or more procedures to ensure that the
process is implemented effectively.

Section 1/ Page 4 Auditing in relation to Flight Crew Licensing (01/01)
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"Key" processes are normally considered to be those processes that deliver the
product and/or service to the customer, whereas support processes are those
processes that facilitate or support the key process. However, key processes
could also be considered to be those that are particularly related to the intrinsic
safety of the product and/or service. There may be several 'key’ processes that
link in a sequential way to provide the organisations product and/or service, and
there may be very many support and sub processes that are necessary to enable
the key processes to function effectively.

Anexample of a'Key' process is the delivery of'a training course.
An example of a support process is a Document Control’ process.

With process based manageiment systems there is recognition that processes must
be carefully designed to ensure effective operation of the process and adequacy
of process outputs. Process performance and outputs need to be monitored and
where necessary improved to ensure meeting an organisations objectives.

Support
processes

Key Process / Key Process P Key Process -

//\ Sub-process

A Management System is a collection of processes
Key processes directly deliver the product and / or service
Somte processes act in support of the key processes

Auditing in relation to Flight Crew Licensing (01/01) Section 1/ Page 5



Part Ops requirement for a "Management System"

ORO.GEN.200 Management system

(a) The operator shall implement and maintain a management system that includes:

(1) clearly defined lines of responsibility and accountability throughout the operator, including a direct
safety accountability of the accountable manager;

(2) a description of the overall philosophies and principles of the operator with regard to safety,
referred to as the safety policy;

(3) the identification of aviation safety hazards entailed by the activities of the operator, their evaluation
and the management of associated risks, including taking actions to mitigate the risk and verify their
effectiveness;

(4) maintaining personnel trained and competent to perform their task;

(5) documentation of all management system key processes, including a process for making personnel
aware of their responsibilities and the procedure for amending this documentation;

(6) a function to monitor compliance of the operator with the relevant requirements. Compliance

monitoring shall include a feedback system of findings to the accountable manager to ensure effective
implementation of corrective actions as necessary;

(7) any additional requirements that are prescribed in the relevant subparts of this Part or other
applicable Parts.

(b) The management system shall correspond to the size of the operator and the nature and complexity of its
activities, taking into account the hazards and associated risks inherent in these activities.

Section 1/ Page 6 Auditing in relation to Flight Crew Licensing (01/01)




)

LR

d

o

{
fem

.

RS S G

C

(-

0 )

(.

Y
md

G R

o

e

o

The "Management System" requirement should be read in conjunction with the following:

ORO.GEN.205 Contracted activities

(a) Contracted activities include all activities within the operator's scope of approval that are performed by
another organisation either itself certified to carry out such activity or if not certified, working under the
operator's approval. The operator shall ensure that when contracting or purchasing any part of its activity,
the contracted or purchased service or product conforms to the applicable requirements.

(b) When the certified operator contracts any part of its activity to an organisation that is not itself certified
in accordance with this Part to carry out such activity, the contracted organisation shall work under the
approval of the operator. The contracting organisation shall ensure that the competent authority is given
access to the contracted organisation, to determine continued compliance with the applicable requirements.

ORO.GEN.210 Personnel requirements

{a) The operator shall appoint an accountable manager, who has the authority for ensuring that all activities
can be financed and carried out in accordance with the applicable requirements. The accountable manager
shall be responsible for establishing and maintaining an effective management system.

- {b) Aperson or group of persons shall be nominated by the operator, with the responsibility of ensuring that

the operator remains in compliance with the applicable requirements. Such person(s) shall be ultimately
responsible to the accountable manager.

. (¢) The operator shall have sufficient qualified personnel for the planned tasks and activities to be performed
- inaccordance with the applicable requirements.

(d) The operator shall maintain appropriate experience, qualification and training records to show compliance
with paragraph (c).

(e) the operator shall ensure that all personnel are aware of the rules and procedures relevant to the exercise
oftheir duties.

ORO.GEN.215 Facilities requirements

(a) The operator shall have facilities allowing the performance and management of all planned tasks and
activities in accordance with the applicable requirements.

ORO.GEN.220 Record-keeping
(a) The operator shall establish a system of record-keeping that allows adequate storage and reliable traceability
of all activities developed, covering in particular all the elements indicated in ORO.GEN.200.

(b) The format of the records shall be specified in the operator's procedures.

{c) Records shall be stored in a manner that ensures protection from damage, alteration and theft.

Auditing in relation fo Flight Crew Licensing (01/01)
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Quality Management Systems.

A Quality Management System is a collection of processes aimed at the
provision of products and / or services that satisfy customer requirements
[expectations].

The firstimportant step in Quality Management is to identify customerneeds or
requirements. This can sometimes be a very difficult task ! Once these have
been fully identified it is then necessary to provide a formal definition or
specification of these written in the language of'the organisation.

Suitable processes (activities) need to be determined that will ensure thatan
organisationactually deliversa product or service that does ultimately meetthe
specification and in turnthe customer needs or requirements, This will require
an extensive period of (quality) planning during which the various actionsand
associated checksthat need to be performed will be identified. The planning
outputwillresultinaseries of instructions, resource requirements and associated
responsibilities that when implemented will deliver the required product or
service, Once the plans have been communicated and the processes set in
motion it willthen be necessary to ensure that the plans are followed exactly and
continuously. Managerial control will need to be exercised overthe processes
to ensure that the desired outcomes are achieved.

Quality Management System frameworks have been developed to the extent
thatthey have become in effect the de facto overall management system of an
organisation.

Quality Management

Quality Management is the means by which an
organisation ensures that it’s products and/or services
meet company, customer and regulatory requirements.

It is a combination of resources, respousibilities and actions
that together ensure that specified requirements are me.

Itis a combinution of systematic approaches to deing the work,
together with specific checks to ensure that the work has been
undertaken correctly,

Section 1/ Page 8§ Auditing in relation to Flight Crew Licensing (01/01)
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The "PDCA cycle”:

When we become involved with formalised management systems, we are
introduced to the concept of formal planning of activities (processes), where
the procedures are effectively an output from our planning process. We then
do the work in accordance with the procedures (our plan). We need to
periodically check to see that we are following our procedures, and if we are
not, take the necessary action to rectify the situation, or if the plans were not
good enough in the firsi place, then we need to re-plan. Hence involvement
with what is referred to as the "PDCA cycle”. Many organisations recognise
the importance of re-planning periodically in order to plan to do things better
in the future than they have done in the past, and hence they talk in terms of
a 'PDCA’ spiral of continuous improvement.

PDCA Cycle

Auditing in relation to Flight Crew Licensing (01/01) Section 1/ Page 9



Documenting & Communicating the Management System.

Ttwill be necessary to communicate the methods of working that an organisation
wishesitsstaff to adoptinorderto ensurethat there is commonality and consistency
of approach across the organisation and also to ensure that for certain work

activities (processes)itiscleartheactionsthatstaffmust take in ordertoensurethat .

thetaskisundertakencorrectly. Thisisparticularly important where safety related
activities areundertaken.

The need for procedures and instructions.

For larger and more compex organisations there will often be a need for more
procedures in order toensure that the organisation functions effectively and in the
way desired by management across the totality of the organisation's activities.
Management sytemsare therefore likely to be more comprehensive in largerand
morecomplex organisations, whereas for very small organisationsthere is oftena
minimal need for written procedures due to the fact that there may only be the one
individual who undertakesa specific task and it would only be this individual who
could write the procedure to communicate requirements to themselves ! However
external organisations, suchasaregulatory authority will oftenneed to see written
procedures to be able to judge whether a necessary process has been planned
effectively. Unfortunately organisations are often required to produce written
procedures for no other reason than to provide evidence of control to external
parties whereasthe organisation itselfmay have little need of the procedure. (in
many situations the procedures may be more appropriate as training documents).

People, Processes and Systens

.

The systems framework

Section 1/ Page 10 Auditing in relation to Flight Crew Licensing (01/01)
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Another consideration when determining the need for written procedures is the
competence of the staff undertaking the work activities. Where there are very
competent staffthere may be less need for procedural detail to support them, and
the skill in developing any formal management system is to judge where itis
appropriate and necessary to provide written instructional detail, and where itis
possibleto depend onthe competence of individuals. A degree of judgement is
necessary inorderto provide procedural and reference informationthat willactin
supportofthecompetent staffemployed.

Auditing in relation to Flight Crew Licensing (01/01) Section 1/ Page 11



Documentation hierarchy.

A documented management system is used to 'deploy an organisations policies

and typically will include:

Some form of "Vision" or "Mission" statement,

Statements of organisational wide high level "Policy" together with lower

level supporting policies and "objectives”,

A Manual providing an overview of the [Integrated] Management System,
Documented procedures that the organisation considers necessary to ensure
the effectiveness of its operations, (Flight Ops Manual and other SOPs
Supporting detailed instructional material,
Requirements for necessary records.

TheManagement System Manual should contain and amplify the highlevel policy,
providinglowerlevel supporting policies inrelation tokey processestogether with
abriefdescription of the means ofimplementation, and reference to supporting
procedures. Itshouldbearelatively slimdocumentand providean overview of the
structure of the total documented system. It should be written to help 'drive' the
company and nottosimply to satisfy the requirementsofexternal parties, however
itwillinevitably beusedto conveykey information for the provision of"assurance'
to external organisations, such as customersand/orregulators. Such high Ievel
manuals shouldnot contain procedural detail.

Business Growth
& Direction

Policy Deployment

1

Objeciives .

(Long Term) FH

Mamiit

Managemenr
Systents
Engineering
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Contribution of suppliers.

It is recognised in many regulation that suppliers are important to an organisation.
Suppliers are there to provide an organisation with many products and essential
support services and an organisation may be very exposed to financial or safety
risk as a result of supplier / contractor actions, therefore it is important to select
suppliers of key services / products who are capable of supporting an operator in
a fully effective and acceptable way and where necessary to assist in the
development of their abilities.

Contribution of suppliers.
Supplier management is « key ‘quality’ discipline involving:

Supplier selection / evaluation.

Communication with suppliers (Contracts and SLAs).
Managing the supplier inferfuce.

Supplier performance monitoring.

Supplier development.

Our dependence upon key suppliers is too great for the
management of them to be left to chance !

Suppliers and / or contractors need to be manage and developed to support an
organisation. Supplier management is a major business process involving:

Supplier selection/evaluation.

Communication with suppliers (Contracts and SLAs).
Managing the supplier interface.

Supplier performance monitoring.

Supplier development.

Key suppliers need to be selected carefully. It is then necessary to build a good
working relationship with them and treat them not as adversaries but as partners
with compatible aims and objectives. The relationship with suppliers should be
mutually beneficial, and where an operator feels comfortable with a supplier /
contractor who lacks resource or competence then it may be to the operators
advantage to help to develop their abilities by working more closely with them and
where necessary supplementing their resources with its own.

Auditing in relation to Flight Crew Licensing (01/01) Section 1/ Page 13



The supplier that provides the lowest quote may be taking short cuts in order to
win our business, and unless we are fully aware of their operating costs, of staff,
raw materials etc. we should proceed with caution. It is better to pay a realistic
economic price for something knowing that the job will be well done rather than
pay the lowest price and risk supply failures or defectives that could result in
additional costs, or safety risk, to our organisation which together with the initial
purchase price could far exceed the price quotation from a well managed and
realistically priced supplier.

A formal evaluation can reveal valuable information relating to the strengths and
weaknesses of a supplier, and armed with this information we are better able to
construct a contract which includes necessary requirements aimed at protecting us
against any observed weaknesses (additional control / monitoring activities etc.).
‘The contract should ensure that the responsibilities of both contracting parties are
detailed together with suitable performance measures in the form of a Service
Level Agreement. (The evaluation of a supplier / contractor can be considered
as a form of Risk Assessment - enabling suitable [mitigation] counter
measures to be implemented when the decision to purchase is taken).

‘The decision to use a particular supplier will depend upon various factors, however
these should include in addition to overall technical competence, the ability to
manage fundamental business and product/service related processes, and a
willingness to act in suppost of the contracting party in both the good times and the
bad.

The supplier selection process should be formalised to include a systematic
evaluation of their overall capability and competence as well as financial soundness.
We should be mindful of the need to reduce the overall cost of buying and using a
product or service rather than merely the initial purchase price, and hence we
need to concern ourselves with the consequences of purchasing decisions.

Once a purchasing decision has been taken we then need to ensure adequate
communication.

This is often another activity that is not well managed. There should be defined
points of contact between the organisation and the supplier in orderto ensure that
communication takes place in a controlled and appropriate way with important
information being exchanged between both parties using the correct and appropriate
channels and important decisions involving the correct staff of both organisations.
There is nothing more likely to cause confusion and problems than staff at various
levels in both organisations communicating directly and without the knowledge of
the main interested parties.
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It isnormal practice to put in place some form of “Service Level Agreement” with
suppliers of key or essential services. Such SLA’s need to be clear and concise,
and specify service standards in a manner which can be easily measured and thus
allow for effective monitoring of supplied services and thus avoid costly (and often
acrimonious) dispufes.

SLAs and supplier performance monitoring.

In particular SLAs are very important and need to be constructed
carefully to ensure adequacy not only of communication of
requirements but also specific levels of achievement against
defined objectives.

The coniract or SLA should be produced taking into account the
resulis of formal evaluation (identified weaknesses}.
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Cbmpliance Monitoring.

Compliance Monitoring [Auditing] is not undertaken merely to ensure regulatory
compliance, but to search out weaknesses in the management system. The
compliance monitoring process is there to serve the needs of management, to
provide them with feedback on systems implementation and effectiveness and
providing objective data to assistin decision making.

Auditing provides the feedback mechanism which tells us how well our systems
are functioning and where improvements could be made.

Management Information

MANAGEMENT

F

- REQUIREMENTS

AUDITS
“ .. "PROCEDURES PROYIDING

1 FEEDBACK

VERIFIABLEACTIONS *

Auditing is recognised as an extremely powerful technique that may be used by
managers alongside other management techniques to ensure adequacy of process
implementation and assist in the achievement of objectives, it has become part of
the overall process of business management.
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ComplianceManager

Althoughnotspecificallymentioned by nameinPart OPS, many organisationshave
identified a function to monitor compliance with processes and procedures and
eeneral compliance with the regulations. In many cases thishas simply been a
renamed'Quality Manager'

Theactual regulation states:

Management System.

(¢) The operator shall establish a function to mounitor
compliance of the organisation with the relevant requirements
and the adequacy of the procedures. Compliance monitoring shall
inchide a feedback system of findings to the accountable manager
to ensure effective implementation of corrective actions as
necessary.

Personnel requirements.
(b) The operator shall nominate:

" (2) a person or group of persons with the responsibility of ensuring
that the organisation remains in compliance with the applicable
requivements. Such person(s) shall be ultimately responsible fo
the accountable manager.

The implication here is that there needs to be a function that will be responsible for
determining the level of compliance monitoring activities that need to be undertaken
and for ensuring that the compliance monitoring data is supplied to the Accountable
Manager. However the statement under "Personnel requirements” is not quite so
logical as it would appear to imply that their needs to be one or more persons with
the responsibility for 'ensuring' that the organisation remains in compliance with the
regulations, however the only people who can meet this requirement are the
nominated Postholders and Process owners themselves !
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Management System Review.

Management need to periodically review their Management System to ensure that
itis effective and continues to be suitable to fully support the business needs,
particularly in the light of changing competitive demands and any new legislation.
The effectiveness is indicated by details concerning what has been going wrong in
the organisation, such as reports of customer complaints, product / service
nonconformities ete., and also from the results of audits. (There is a link here to
the Internal auditing activities, where auditing is providing 2 feedback
mechanism to the Accountable Manager on the performance of the
management system). The whole purpose of Management review is to ensure
the continuing suitability, adequacy and effectiveness of the management system in
meeting the organisation's needs, with outputs linking in to the quality policy and
objectives. There should also be a strong emphasis on the assessment of
opportunities for improvement. The process of management review requires specific
inputs to the process and outputs that need to be provided. Audits and process
performance are included as important inputs, and improvement actions are the
fundamental output. Records from management reviews need to be maintained to
demonstrate the effectiveness of the review process.

Management Review

Policy Is it all
Deployment Working
effectively
?

Feedback of information
(Audif results)
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Auditing

Introduction to Auditing
Audit Process Management
The Audit Process
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Introduction to Auditing.

Potentially there are very large numbers of audits that could be undertaken in
relationto Flight Crew Licensing, including the activitiesundertaken by contracted
agenciesand suppliers. The magnitude ofthe audit task is often not well understood
and the level ofresource allocated to auditing often remains inadequate. Overthe
yearsthere have beenimprovements withmany operatorsunderstanding the need
touse amultidisciplined team of auditors to undertake audits throughoutthe broad
scope of company operations associated with or in support of flight training
activitiesandresultant licensing of flight crew.

Compliance auditing

Process input

)

Process output

—)

Process

Do staff undertalee work activities
in confornuince with 7
procedurés and instritctions ?

When one examines the detail within Part FCL, the conclusion is that a very
significantauditresource is required to verify compliance with each requirement,
howeverby applying the principles ofrisk based auditing and audit sampling, the
audits should be focussed on those aspects of the operation thatare considered to
haveamore significantimpactonsafety and where there ispossibly lessconfidence
orwhere management feel they need a greater assurance of 'quality”.
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‘Whatis an audit ?

Auditistheterm usedto describe the independentexamination of actual practice,
or the results achieved, for an activity and the comparison with requirements
detailing whatshould be done, howitshould be done, or the resultsthat should have
beenachieved. Audits are notundertaken to verify thatactual practice, oranitem,
isacceptable inorder to allow continuation ofthe process (delivery of aproduct,
returnofaircraftto service, etc.)....

Audits are undertaken in order to provide unbiased and objective datato enable
judgements to be made about the overall acceptability of a system, process or
products. Auditing isprimarily a feedback mechanism forthe purpose of providing
confidence that a process or system is capable of, and is providing acceptable
outputs or outcome. The Accountable Manager requires the “Assurance” or
confidence that everything ishappening inthe way that it isrequired to happen and
thatitisalleffective.

How we check
that we do things
the way we say

How we c:'op_trol work | Andthatitall
acfivities. : Kk
How we check our works effectively -
work outputs

Auditing is a very powerful tool that may be used by organisations to verify the
application and effectiveness of their own management systems or the systems
used by their suppliers and contractors. Auditing may also be used inrelation to
the granting of some form of approval or certification, and as such is regarded by
ICA©O as avery important and integral part of a regulatory approval and oversight
activity. Compliance auditing is undertaken both within an organisation, and also in
relation to the selection and use of suppliers and contractors.
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Compliance auditing
Pracess input Process output
—) § Process —)

Procedure ‘X'

Do staff undertake work activities
in conforinance witlh’ ’
procedures-and.instrictions ?

Compliance auditing will check to see that procedures and instructionsrelating to
aprocessare being followed by the involved staff, howevera significant weakness
inthisapproach isthe acceptance thatthe processhas beenwell 'engineered' inthe
firstplaceandthatitisaprocesscapable of achieving the desired output consistently
andreliably. Ifthe processhasnotbeen wellengineeredthenall that will beachieved
bytheauditisthatinthe bestcase scenario a poorly engineered process [thatis not
capable ofachieving the desired outputsconsistently andreliably]isbeing followed
tothe letter. Clearly itis necessary to not only audit to see that procedures and
instructions arebeing followed, but that the desired cutputs are being achieved. This
will sometimes necessitate the auditing of process outputs - often termed product
audits.

However, the process itself may need to be more frequently monitored in orderto
provide amorerapid feedback to maintain the process within operating limits, or
toprovide dataenabling a 'picture’ of operating performance to be obtained.
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Auditor competence.

The competence of those conducting audits is important if an audit 'client' is to
have confidence in the results.

Auditsshould beundertakenby those who have sufficient independence fromthe
activity being audited and who havethe necessary competence. Competence exists
mainly in various domains. One domain relates to the general skillsand practical
abilities of an individual to conduct an audit in an objective manner. A second
domainrelates to the inherent technical knowledge / experience of an individual
which will enable them to conduct audits where theirknowledge /experience is
necessary forthem to understand the processesundertaken in the areathatthey are
auditing. A third domain isthe necessary familiarity with and understanding of the
requirements against which they are auditing. The fourth, and possibly the most
importantcompetence, isto be able to conduct the audit without offending others,
without acting arrogantly ortryingto convey thatthey are an expert in the work of
others!

General Auditor Qualities

Confident
Diplomat
Personable
Inquisitive
Good Listener
Versatile
Constructive
Objective
Resilient
Analytical
Familiar with Management System
Professional

Audit team leaders should also have additional knowledge and skills in team /
audit leadership to facilitate efficient and effective conduct of an audit, e.g. audit
planning, communication, organising and directing, reaching conclusions, preventing
and resolving conflict, and audit reporting.

Auditors and audit team leaders should be periodically evaluated for competence
against appropriate criteria relevant to the auditing activities that they are required
to undertake.

Auditing in relation to Flight Crew Licensing (02/01) Section 2 / Page 5



Auditor Characteristics

( To be respecied)

" Enquirhig & logical minds™

Preparedl to undertake lengthy investigation

To.remain _Objééfivg and not Subjectiv

Auditors viewed as a "Police Force™ .

"thlnjy Specmhsts "

Audltors believe rhm' they are an e]n‘e oroup of

Mariagement and staff hide facts from the aiditors
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Internal Auditing.

Auditing undertaken by an organisation on itselfis a very powerful and important
feedback mechanism which provides both confidence to management and
employees that all is going according to plan and also identifies opportunities for
improvement. Such audits may be delegated to an external contractor, and may
include:

Auditing of Management Systems to verify implementation and
effectiveness.

Auditing of projects or programmes of work to verify conformity
with Terms of reference, contracts, Quality Plans, etc.

Auditing of industrial processes to verify conformity with process
specifications.

Auditing of key business processes and procedures to verify
conformity with and adequacy of process descriptions and
procediires.

Auditing of key documents, or process ouiputs to verify adequacy
of processes used.

" Auditing of product and/or services to verify conformance to
product and/or service standards.

For internal compliance monitoring audits, it is often beneficial if a small dedicated
team of auditors is not employed, instead a large number of managers and staff
being trained as auditors and used in a "cross auditing” capacity. By this means
auditors will be auditing other manager's areas of responsibility and will at the
same time develop an awareness of other department's problems and difficulties
and a far greater understanding of the management systems adopted within their
organisation.

Auditing in relation to Flight Crew Licensing (02/01) Section 2 / Page 7



Auditing of Suppliers and Contractors.

Auditing undertaken by an organisation upon its suppliers or contractors forms an
important and integral part of a supplier management and development programme.

Audits of potential suppliers and contractors to establish confidence in their ability
to meet the requirements of the purchasing organisation (can involve system,
process and product audits as required), and to assist in the process of supplier
selection and determination of supplier control mechanisms.

Audits of existing suppliers to verify conformance with contract requirements.

Audits of existing suppliers as a result of problems experienced and to determine
likely causes with a view to requiring targeted corrective action. (May involve
system, process and product audits).

Auditing of suppliers and contractors in order to identify opportunities for
improvement in the supplier or contractor organisation management system - may
be used as an integral part of a "Supplier Development" programme where an

organisation wishes to develop the competence of a supplier and so better support
the organisation.

Such audits may be delegated to a contracted auditing organisation.
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Third Party auditing.

Audits may be undertaken by an independent authority authorised and/or mandated
to undertake audits on organisations. Such audits are more frequently of the systems
variety, however from time to time process and product audits may also be
undertaken if appropriate to the audit objectives.

These authorities can be broken down into:-

Accredited Certification Bodies undertaking audits to verify conformance to a
Management System standard for the purpose of granting certification to that
standard. Such standards include those relating to Quality, Health & Safety,
Environment, Data Security, Business Continuity, Energy Efficiency etc.

Trade organisations specifically set up by members of a particular trade or
industry group to undertake audits on behalf of the group, in order to assist
purchasing decisions within the group or industry (LATA has put in place both the
I0SA and ISAGO audits as safety related auditing processes acting to protect the
interests of IATA members and also to raise safety standards throughout IATA
member airlines). Thus minimising the audit resource required by individual member
companies.

Regulatory authorities operating at an International, National or local level,
verifying compliance with International or National law (e.g. in the UK. HSE - the
Health & Safety Executive, etc.).

In aviation there are international obligations that require National Aviation
Authorities (NAAs) to demonstrate that they operate effective mechanisms for
the granting of approvals and the provision of on-going oversight of approved
organisations. Such activities rely very much on the use of effective auditing
mechanisms, and regulatory authorities therefore are required to demonstrate that
they have full control over their audit process and their auditors (inspectors).

Auditing in relation to Flight Crew Licensing (02/01) Section 2 / Page 9



Audit Process Management.

Audits should not be undertaken merely to keep auditors employed! Audits should
be undertaken when there is a need for information in order to facilitate decision
making. However, in many cases, particularly for internal audits, it is the auditors
themselves who decide what should be audited and how frequently. This is clearly
an inadequate approach, howeverif management take little or no interest in auditing
then it is inevitable that those who appreciate the need, or are enthusiastic about
the task will drive the process in the way that they feel best serves the need of the
organisation. The end result is an andit system that provides information about
aspects of organisational performance that are of little or no concern by senior
management, whilst important aspects are left un-investigated.

Management should be in full control of the audit process, participating fully in
planning audit programmes, receiving and analysing audit results, and
determining the need for, and timescales of, corrective actions. It should not be the
task of the auditors to decide what is important to be corrected and how quickly
it should be actioned. Unfortunately, in many organisations the auditors assume
that they have the responsibility and authority to require (demand) that corrective
actions are undertaken in responce to audit findings. In these situations auditors
are beginning to drive organisations rather than management. If management do
not participate in the audit process it will do very little to serve their needs.

We need to fully understand why auditing is necessary, and to set up a
mechanism whereby it can be steered by management to serve their needs.

Audit Management

-MANAGEMENT -

.- The Auditor -
_always has a *client’-
. orcustomer
{Senior Management)

CORRECTIVE ACTION
AGREEMENT
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All auditors have a "client", that is an individual or an organisational function that
requires information.

Auditors, and the audit process need to be managed on behalf of the client by a
function termed "Audit Management™.

It is the responsibility of Audit Management to liaise with the client and determine
what are the audit needs of the client (what information is required by the client).
It is then possible to programme audits to provide this information and arrange for
suitable audit resources.

It must be recognised that for certain information auditors with very specialist
knowledge and experience may be required.

Once the audits have been undertaken and the information provided to the client,
it is then the responsibility of the client to decide if corrective action is necessary
and by when. They wil! either need to liaise directly with the audited functions or
request the auditors to undertake this task on their behalf.

By this means management may remain fully in control of the audit mechanism, the
auditors merely providing information as required.

Such an approach is also extremely effective at ensuring important aspects of
operation are investigated.

As for the auditors themselves, it is often beneficial if a small dedicated team of
auditors is not employed, instead a large number of managers and staff being
trained as auditors and used in a "cross auditing” capacity. By this means auditors
will be auditing other manager’s areas of responsibility and will at the same time
develop an awareness of other department's problems and difficulties and a far
greater understanding of the management systems adopted within their organisation.

For a regulatory authority the 'inspectors' are undertaking audits on behalf of the
function in the authority that makes decisions on approval and the continued
operation of an organisation.
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Auditprogrammes.

An audit programme comprises a series of audits undertaken over a specified
period of time. Such a programme needs to be effectively managed, and 1SO
19011 provides guidance on the management of audit programmes, audit conduct
and auditor competency requirements.

IS0 19011

Managing the Audit Programime.
Establishing Audit Programme Objectives,____3
Establishing the extent of the Programme, 2%

Tplementing the Audit Programme,™®
Monitoring the Aundit Programme, -8
Reviewing and Improving the Audit Programm

Managing the Audit activities,
Initinting the Audit,

Preparing Audit activities,
Conducting the Audit activities,
Preparing & distributing the Audit repert,
Completing the Andit,
Conducting Audit Follow-np.

Thetask of

ISO 19011 has been prepared in a general way so as to be applicable to different
industries and organisations and provides guidance that is intended to be flexible in
the way that it is applied dependent upon the size, nature and complexity of the
organisation to be audited as well as the objectives and scope of the audit to be
conducted. It provides gnidance on audit principles, the management of audit
programmes, audit conduct and auditor competency requirements. It has been
prepared in a general way so as to be applicable to different industries and
organisations, is equally applicable to First, Second and Third Party auditing and
is now used as the basis for audit approaches throughout the world and by a
diverse range of organisations undertaking audits and assessments.

Itis important to note that ISO 19011 makes it quite clear that an auditoralways
hasaclient, and the sole purpose of undertaking an audit istoprovide the 'client’
with information. In other words audits are not undertaken to keep auditors
employed or forthe benefitofthe auditors !
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Itisnotnecessary for an organisation to havea dedicated team of auditors who's
only function isto undertake audits. Itis often of greatbenefit to an organisation if
variousstaffand linemanagersare involvedinundertaking audits, they witl develop
abetterunderstanding of the requirements whichis then transferred back to their
ownareaof responsibility.

It is essential that auditors have a sufficient degree of independence and only
undertakeauditactivitiesinareasnot theirdirect responsibility, asystem of CROSS
AUDITING should therefore be devised by AuditManagement.

A pool of audit staff should be trained and made available to AuditManagement
forthepurpose ofundertaking the audit programme. Howmany isdependentupon
thesize ofthe organisation and how often we wish each member of the audit pool
tobeinvolvedinauditactivity.

AuditManagement should develop, in conjunction with Senior Management, a
suitable audit programme (usually on an annual basis) and communicate thisto all
linemanagersand audit pool members. Assoonaspossible the individual auditors
shouldbeidentified foreachauditactivity. Theanditpoolshouldincludethose with
appropriatespecialistknowledge toensure all areas ofthe organisation are subject
toeffective auditactivity.

THE LEVEL OF AUDIT ACTIVITY SHOULD BE
" DETERMINED BY THE NATURE AND STATUS OF

IMPORTANCE OF COMPANY OPERATIONS AND BY

CONFIDENCEINSYSTEMSIMPLEMENTATION.

This doesnothowever preclude the additional activity of carrying outunscheduled
orspecial audits, whichmay become necessary duetothe occurrence of significant
problems inan organisation, a higher level of customer complaints, orinstances
managementrequireinformation whichthe audittool may be particularly usefulin
providing.

Insuch instances the audit schedule should be amended to show the inclusion of
additional audits and appropriate notice of intent provided to the auditees.
Consideration should also be givento the selection of auditors who may require
more specialistknowledge for suchaudits.

—
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Allocation of andit tasks.

Auditorsshould be nominated for each individual audit who then have a prime
responsibility to ensure successful completionofthe audit task, whichincludes
planning, communication with appropriate linemanagement, conductofthe audit,
and follow-up asrequired.

AuditManagementshouldidentify not only the part of the organisation(or process)
thatneedstobe audited, but alsothe specificrequirementsthat need to be verified.

AuditManagementshould ensurethatrelativeresponsibility foraudit ‘close out’ are
fully understood, particularly whenthis doesnotinvolve the auditor.

Theauditorisresponsible foralertingappropriate line managementtothe impending
auditand ensuringadequate communicationconceming nature, scope and objectives
ofthe audit together with time required, schedule, and key staffthatneed to be
available. Itis sometimes necessary forthe auditor to discuss arrangements with
linemanagement before they canbefinalised.

Linemanagementshould be comfortable withall arrangements concerning the audit
wellinadvance, and itis suggested thata formal communication be raised to ensure
nomisunderstandings.

It mustbestated thatthe degree of formality attached to the above is very dependent
upon the size of the organisation and the scale of audit tasks.
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The Audit Process.

Anauditwill notalways lead toa formal request for corrective action. Auditingis
concerned withthe gathering of factual information forthe auditor’s'client’, and what
theclientchoosesto dowiththe informationisthe client'sbusiness. Many auditors
feelthatitistheirrightto demand corrective action, forgetting that they arethere only
to serve the needs ofthe 'client' and the client will decide what istohappen next.

Hence thereare two separate sub processes inrelation to any auditing activity:
Theaudititself- gathering information forthe auditor's'client'
Theresponse toaudit findings, including where appropriate both remedial

andcorrectiveactions-whichisdrivenbytheclientandmaynoteveninvolve
the auditor.
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Response to audit findings.

Itisnormal practiceto provide a formal written report fully detailing audit findings
totheauditee withinareasonabletime, and it is often then necessary forthe auditee
to berequired torespond tothis report by indicating what action will be taken in
response to the audit findings. Such aresponse may include a ""remedial action”
and also a ""corrective action".

Remedial Action.

‘Thiswill detail the immediate "remedial” actionthat will be undertakentoeliminate
the problemthatwasrevealed by the audit. For example to provide the correct issue
ofadocumentatalocation wherean obsolete document was found by the auditor.

Corrective Action.

Liwillalsobe necessary forthe auditee to investigate why an obsolete document was
available for use and to identify what isreferred to as the "root cause™ (underlying
cause) forobsolete documents notbeing withdrawn andreplaced with the correct
issue documents. Thismay require an investigation to determine firstif there are
many other similarsituations and ifthere are, what is the reason. It may be that the
investigationrevealsthat this isnota frequently occurring problem and hence there
isno need for an action to address a root cause.

Suchaninvestigation may require the gathering ofadditional data and analysing as
appropriate in order before the root cause of the problem may be determined This
islikely totaketimeandis the reason why it isnot reasonable torequest details of
correctiveactionsatthetime ofthe Closing Meeting. The auditee will need to work
with reported nonconformities and begin the process of corrective action
determination. It will be necessary for the auditee to first understand each
nonconformity, and theauditorsapproachto writing clearand factualnonconformity
statements is designed to ensure not only objective audit reporting, but also
nonconformity statementsthat are understandable to the auditeesand also to future
auditorswhomay be called uponto undertake audit followup verification activities.

Auditee management will need to ensure that each nonconformity situation is
analysed, wherenecessary gathering furtherrelevant information initiating detailed
investigations, and/orinternal auditsto provide additional information to enable the
root causes of the nonconformity to be determined. It is at this stage that
managementmay wish toemploy some of the various problem solving tools and
techniquestoarrive atsuitable fact based conclusions. Once the root cause has
been identified it will then be necessaryto determine a suitable course of actionto
addresstherootcause and so eliminate the possibility of similar nonconformitiesin
the future (audit findings in the form of nonconformities are the symptoms of
problems, and by addressing the root cause the symptoms should go away).
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It will be necessary to send the remedial and corrective action proposals to audit
management foracceptance/agreement. The original auditor(s) may be called
upon to review these proposals and decide whether the proposals are realisticand
likely to address the suspected root cause, although it must beremembered that the
auditors will not have accesstothe detailed investigationresults and so can only
judge from their experience if the proposed corrective action(s) appear to be
addressingalikely root cause and also thatthere is evidence of detailed analysis
having been performed and the auditees have not simply resorted to adopting
"Quick Fix" measures.

Ifauditmanagementis satisfied with the proposals (which should also include an
appropriatetimescale) they should indicatethistothe auditeesandmake arrangements
forverification auditsto be performed atan appropriate time.

The auditee will then need to implement their proposed remedial and corrective
action and undertake their own verification activity to clearly verify that the
necessary actions have been undertaken and that the root cause has been
satisfactorily addressed and the symptoms firstreported as the nonconformity(s)
areno longerevident.

RODT CAUSE
DETERMINATION
% FCORRECTIVE 1! - AUDITING
‘ACTION PROPOSAL =1  ORGANISATION

FOLLOW UP AUDIT

-,'V‘Végliﬁlc__;ﬁloﬁ e
e ONGOING SURVEILLANCE

Once corrective action has been implemented then audit management should
arrange for formal verification that itis effective in overcoming the original non-
conformance. Thismay,ormaynot, involvetheoriginal auditteam. A disadvantage
ofinvolving non-permanentauditstaff (managers, etc.) inthis verificationactivity is
thatitcould become anexcessive demand ontheirtime and hence they may ‘prefer’
nottofind so many non-conformances nexttime!

Auditing in relation to Flight Crew Licensing (02/01) Section 2 / Page 17



Remedial actfon ‘fixes’ the problem,
but does not correct the process weakness

Process weakness resuits in
audit nonconformity

Corrective action ‘correcis’ the process
weakness and prevents further failures

Audit Management need to be satisfied that the corrective action is taken and
effective, this should be formally recorded (preferably onthe original auditreport
form)andthe audit ‘closed out’. This check on the effectiveness of the corrective
actionisaimedatestablishingthattherootcause ofthe problem has beenaddressed
and thatthe problem ('symptoms') found on theinitial auditisno longerevident. This
willrequire appropriate audit samplesto check for the problem previously noted
inappropriate areasofthe organisation.

Itmay beuseful to check the ongoing effectiveness ofany corrective actions again
atsubsequent audits.

However, itisalso important torecognise thatinsome second party audit situations
no formal report may be provided to the auditee, nor may corrective action be
requested asthereisno intentiontousethe auditee organisationasa supplier. Itmay
alsobe fully theresponsibility of the purchasing functionto determine howthis stage
of the assessment is to be handled, dependent upon the results and the original
objectives of the assessment.

Note: When the regulator [competent authority] raises an audit finding the
operator is required to identify the root cause of the non-compliance,
preduce a corrective action plan and finally demonsirate corrective action
implementation to the satisfaction of the regulator [competent authority]
within a period agreed with that authoerity.
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AuditRecords

The following should be considered forinclusion as part of the formal records of
auditsundertaken in an organisation:

E CORRECTIVE ACTION PROPOSALS
g CORRECTIVE ACTION VERIFICATION

AUDITRECORDS

AUDITIDENTIFICATION
AUDITORDETAILS
PLANNINGDATA
CHECKLISTS
AUDITORNOTES
NON-CONFORMANCES
AUDITREPORT

Remember, records are evidence of effective operation of the management system.
Weneedto demonstrate thataudits are effectively planned, undertaken and closed

out. -

Auditee management should determine what isto beretained asauditrecords.

Auditing in relation to Flight Crew Licensing (02/01)
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How to Plan, Conduct and Report Audits

Preliminary Preparation
Detailed Planning

Audit Entry

Audit Conduct

Searching for Evidence
Conducting Interviews and Asking Questions
The Psychology of Auditing
Auditor and Auditee Tactics
Recording the Results
Evaluating the Findings
Audit Exit

Formal Reports

Auditing in relation to Flight Crew Licensing (03/01)
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Preliminary Preparation.

Theprocess that will be detailed in this section is applicable to the planning and
conduct of internal audits or audits of a supplier or contractor. There will be a
management functionresponsible forallocating an audit task to an auditor. For
internal auditsthis is likely to be an Audit Manager or Compliance Manager. Ifthe
auditis being conducted by an auditteam then itislikely to be the team leaderwho
will allocate the audit tasks to the individual team members. Once an auditorhas
beenrequested toundertake an audit task some preliminary preparation will be
necessary.

Theauditobjectivesandscope together with the audit 'sample’should beidentified
by audit management. The sample will be in the form of specified regulatory or
management system requirements, or specific company Exposition or Manual
requirements. (only in certain circumstances would an auditor select the sample
themselves, e.g. audits of suppliers where the purchasing function might leave this
totheauditor).

Itisafindamental principle of auditing thatthe sample of requirementsto be verified
should be relevantto the area being audited and should be limited in numberto
ensure that the auditor can satisfactorily undertake the verification within a
reasonabletimeframe.

Once the audit task has been allocated, the auditor must obtain information as
necessary todevelop anunderstandingofthe audittargetarea. Thisisbest done by
gatheringdocumentationandstudyingasappropriateandevenby having preliminary
discussions with the appropriate auditee management and in some cases those with
a technical knowledge applicable to the target area. (In some cases it may be
beneficial toincludetechnical expertsin the auditteam). Thus the auditordevelops
anunderstanding of WHO, WHA T and HOW relative to the targetareaaswell as
physical layout, staffnumbers, technologies involved, etc., etc. Techniquessuchas
Process Analysis/Process Modelling may be used to assist with this task.

THIS UNDERSTANDING IS VITAL

Itisalso necessary to communicate with auditee management what is to happen,
when, by whom, and what part the auditees mustplay inthe process. Thefull scope
oftheauditmustalsobe agreedandagaina preliminary meeting between auditor(s)
and auditee management will assist the communication process.

Section 3 / Page 2 Auditing in relation to Flight Crew Licensing (03/01)
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Detailed Planning.
Once the preliminary preparationhas been completed and the auditor hasa good
understanding ofthe audittask ahead of him/heritis then necessary to undertake
detailed auditplanningactivities. The methodology thatwillbe adoptedisas follows:
STEP 1:Befully aware ofthe particularrequirements to be verified.
STEP 2: Understand howtherequirements apply inthearea(s) to be audited.
STEP 3:Identify exactly what the auditor must verify.
STEP4: Developthe HighLevel' check list.
STEP 5: Determine a'Plan of Action'.

STEP 6: Develop a'LowLevel check list.

These will be looked at in turn and using a simplified company activity to
demonstrate howthe methodology isapplied.

Step 1
Step 2
/ Step 3
/
\ Detailed Audit Planning
G o datlils ==
| L B
] s 2 be b
|
: :}jr,ig;.f};f.gfm;m_kg;’;:'4
| Plan f;L}Ir-:!r;oIJ i
= ' Demu;é:i' JeckLu{'
/ \
/ \ Step 4
Step 5
Step 6 P
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Asimple example:

Asanexample, consideratypical Approved Training Organisation (ATO) that
conductsavariety of simulator type rating training courses foranumber of client
airline operators. The ATO also conducts skill tests, proficiency checks and
assessments of competence for pilots undertaking the suite of courses available.
Theresults of these checks and tests are usually good, reflecting the ATO’s high
training standards, however, fromtimeto time, and similarly to other ATO’s, some
students partially pass or fail the tests. An internal auditor has been requested
lo undertake an audit of the processes relating to the conduct of skills tests
and proficiency checks, specifically, the post-test/check procedures by
instructors and examiners. The auditor, however, has very little knowledge of
this particular partofthe organisation and so mustfirst develop anunderstanding
thatwillbe sufficientto enableameaningful audit to be undertaken. Theauditorhas
also been requested to restrict the audit sample to (Part FCL. 1030 Conduct of
skill tests, proficiency checks and assessments of competence), together with
the corresponding company requirementsas detailed inanExpositionorManagement
Systems Manual and any associated procedures.

Aundit task: Verify compliance with the EASA Part FCL.1030
requirement, Training Manual and associated
procedural requirements in the ATQ's execution of
procedures post -proficiency checks and skill tests.

Scope: Simulator Training Fucility,

Audit sample: Part FCL. 1030 Requirement Conduct of skill tests,
proficiency chechs and assessments of competence.

Forthearea(s) ofthe company thatare to be the subject of audit activity the auditor
mustfirstdevelopagood understanding of whatactivities are undertaken, howand
inwhatorder. Thismay be assisted by analysing the processes undertaken. Once
thishasbeendone itisthenarelatively straightforward task to identify which ofthe
management criteria have some scope for application in relation to the different
activities. For any area ofa company we may represent it thus:

Inputs Outputs
—P| AREAOFCOMPANY |y

Wemay now listallofthe inputs, activitiesundertaken, and outputs. This will help
ustodevelopagood understanding of whatis involvedinthisparticular area of the
company. It may then be helpful to draw the process stepsundertaken within that
area of the company (evenifsome guesswork isinvolved!).

Section 3 / Page 4 Audifing in relation to Flight Crew Licensing (03/01)
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PROCESS ANALYSIS
(Proficiency Checks / Skills Tests)

Delegate with Licence COMPANY
appfiesrecommended ADMNISTRATION
for testicheck /
Simulator /
Inputs —— Booking ‘
Sttldent records. Registration for Classroom
{Licences, Medical Certs, checkitest F————————>>| briefing
Previous experience, ‘!
Pre?rlous.‘ progress checks) ] rrrSetrmtesms————
Notification to competentauthority SIMULATOR
Recommendzationfor Check. Praficiency Skills test
Request for Training Forms, check
Booking forms Re- /
Trainers Rosters testicheck
Studentrosters
\
Student Paperwork
De- Briefing
Delegate with Licence endorsed
with appropriate Rating
Outputs

Student registration documents
Course Completion Certificates
Licences endorsed with relevant ratings

Inveicesto client
Invoices from trainers
Paymenttotrainers
Results (pass/fail) and notification to Competent Authority
Simulatorlog
ACTIVITIES
Qualified student applies or is recommended for test/check
Simulatortime booked

Student registers for check/test

Student briefed by SFI/SFE

Test/Check undertaken in Simulator

Student debriefed with results

Pass, partial pass or fail —re-test if appropriate.

Relevant documentation to company administration/Competent Authority
Students Licence signed or endorsed as required.

Auditing in relation (o Flight Crew Licensing (03/01) Section 3 / Page 5



STEP 1: Be fully aware of the particular requirements to be verified.

For this example the auditor has only been requested to verify one of the Part
FCL.1030 requirements — Conduct of Skills Tests, proficiency Checks and
assessments of competence. (It is sometimes the case that the person or
organisation requesting the audit has little understanding of audit sampling
and so may need to rely on the auditor to select an appropriate sample
dependent upon the objectives of the audit).

STEP 2: Understand how the requirements apply in the area(s) to be
audited.

Inrelationtothe selected requirement and the activities that are to be the focus of
audit attention the auditor must now decide how the requirements apply, and
whetherinpartorinfull. Afterhavingundertakena process analysis, and/or spoken
to staff within the target areathe auditor should nowread carefully the selected
requirements of Part FCL.1030 and the associated manual and procedural
requirementsand clearly understand how the requirement applies to the activities
undertaken withinthe audittarget area.

STEP 3: Identify exactly what the auditor must verify.
The auditormustnow decide whatitisthatisto be verified inrelationtothe identified
requirement,

ARE THEPOST TEST/CHECK PROCEDURES (performed by the
ATO’s Examiners - on behalf of the Competent Authority) CARRIED
OUT IN ACCORDANCE WITH THE APPROPRIATE
REQUIREMENTS OF PART FCL..1030 ?

However, thisstatement issomewhatunspecific and itmust be translated into more
specific requirements relating to Part FCL.1030. The determination of more
specificrequirements willresult in an auditors High Level Check List. Itisnow
necessary for the auditor to examine closely the requirement in orderto determine
exactly which elementsof thatrequirementare applicable tothe activitiesundertaken
by instructors and examiners post-test or check. Process Analysis and a good
understanding of an organisation will make this decision making easier. Once this
check listhas been developed it will then be necessary to use the organisations
Training Manual and associated procedures to develop the final check list, which
we shallreferto asthe “High Level” check list™.

The auditor must examine the PART FCL.1030 Regulation and decide
which parts of it are relevant to the audit task. The following is an extract
from PART FCL.1030 and the auditor has identified (in bold text) the
component parts or elements of it that are applicable to the Audit Task.

Section 3 / Page 6 Auditing in relation to Flight Crew Licensing (03/01)
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Extractfrom PART FCL.1030
Bold text indicates the components of the regulation that are relevant for the audit task.

FCL.1030 Conduct of skill tests, proficiency checks and assessments of competence
(a) When conducting skill tests, proficiency checks and assessments of competence, examiners shall:
(1) ensure that communication with the applicant can be established without language barriers;

(2) verify that the applicant complies with all the qualification, training and experience requirements in this Part for the
issue, revalidation or renewal of the licence, rating or certificate for which the skill test, proficiency check or assessment
of competence is taken;

{3) make the applicant aware of the consequences of providing incomplete, inaccurate or false information related to
their training and flight experience.

(b) After completion of the skill test or proficiency check, the examinershall:

(1)inform the applicant of the result of the test. In the event of a partial pass or fail, the examiner shall inform the
applicantthathe/she may notexercise the privileges of the rating until a full pass has been obtained. The examiner
shall detail any furthertraining requirement and explain theapplicant’s right of appeal;

(2)in the event of a pass in a proficiency check or assessment of competence for revalidation or renewal, endorse the
applicant’slicence or certificate with thenew expiry date of the rating or certificate, if specifically authorised for that
purposebythe competent authority responsiblefor theapplicant’slicence;

(3) provide the applicant with a signed report of the skill test or proficiency check and submit without delay copies of
thereportto the competent authority responsible for the applicant’slicence, and tothe competent authority that
issued the examiner certificate. The reportshallinclude:

(i) a declaration that the examiner has received information from the applicant regarding his/her experience and
instruction, and found thatexperience and instruction complying with the applicable requirements in this Part;

(ii) confirmation that all the required manoeuvres and exercises have been completed, as well as information on the
verbal theoretical knowledge examination, when applicable. If an item has been failed, the examinershall record the
reasons for this assessment;

(iii) the result of the test, check or assessment of competence.

(c) Examiners shall maintain records for 5 years with details of all skill tests, proficiency checks and assessments of
competence performed and their results.

(d) Upon request by the competent authority responsible for the examiner certificate, or the competent authority
responsible for the applicant’s licence, examiners shall submit all records and reports, and any other information, as
required for oversight activities.

Auditing in relation to Flight Crew Licensing (03/01) Section 3 / Page 7



STEP 4: Develop the ‘High Level’ Check List.

Therelatively unspecificnay now be developed intomore specific questionsthat
MUSTBEANSWEREDBY THE AUDITOR. Hence we develop the auditors
HIGHLEVEL check list drawing from the requirements that mustbe metby the
examiner inthis instance. Withreference tothe PARTFCL.1030requirement:

“After completion of theskill test or proficiency check, the examiner
shall:

(1) inform the applicant of the result of the test. In the event of a
partial passor fail, theexaminer shallinform the applicant that he/she
may notexercise the privileges of the rating until a full pass has been
obtained. The examinershall detail any further training requirement
and explaintheapplicant’sright of appeal;

(2) in the event of a pass in a proficiency check or assessment of
competence for revalidation or renewal, endorse the applicant’s
licence or certificate with the new expiry date of the rating or
certificate, ifspecifically authorised for that purpose by the competent
authority responsible for the applicant’slicence;”

These may be turned into High Level Check List questions as follows:

(1) Does the examiner inform the applicant of the result of the test?
In the event of a partial pass or fail, does the examiner inform the
applicant that he/she may not exercise the privileges of the rating
until a full pass has been obtained?

Does the examiner detail any further training requirement and
explain theapplicant’s right of appeal?

(2) In the event of a pass in a proficiency check or assessment of
competencefor revalidation or renewal,

doesthe examiner endorse the applicant’s licence or certificate with
thenew expiry dateoftherating or certificate, if specifically authorised
-- for that purpose by the competent authority responsible for the
applicant’s licence?

......

and so on until al] the applicable parts of the requirements have been

addressed.

Section 3 / Page 8
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Clearlytheanswerstothose questions will be YES orNO. If the auditor is provided
with sufficient information to be able to answer YES to each question then the
ATO’sExaminer, inthis instance, has met the relevant requirements of PART
FCL.1030.

Aninternalauditorwouldneedtodevelopa HighLevel Check Listworking initially
from the highest level requirement such as a regulatory requirement that the
organisation hastomeet,andthenaddtothischecklistby examining the information
contained within its Manual and associated procedures setting out the organisations
intentions with respectto the high level requirements. This willnowbe illustrated
using extracts fromatypical Manual and associated procedure.

Auditing in relation to Flight Crew Licensing (03/01) Section 3 / Page 9
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ff{-EXAMlNERs R

:appllcantofthe resultofsame the reasonsforthe resu[t and, tfapp]lcable an'yfurthertralnln‘ , ?
| reqwrements in addltlon to the appllcants nght of appeal : o

~ Examiners will comp!ete all relevant documentatlon 1mmed|ately after the test or check, and
personally ensure that it is sent to the competent authority without undue delay, via the i
company’s mail outbox, located in the company administration office. The Examinerwill atthe '[§

same time sign the company mail outbox log, indicating that the documentation has been
posted. -

-Procedures » : . Whaitie
_-.Communication | before, dunng and aﬂer checks and tests. . EXP0017 auditor |8
- Examiners administration guide. : EXP0021 ~has selected

Procedures in the event of a Partial Pass or Fail. EXPo027 . . from

-themanual.
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REQUIREMENT
(PartFCL.1030

Requirement)

After completion of the skill test or
proficiency check, theexaminer shall:

(1) inform the applicant of the result
of the test. In the event of a partial
passor fail, the examinershallinform
the applicant that he/she may not
exercise the privileges of the rating
until a full pass has been obtained.
The examiner shall detail any further
training requirement and explain the
applicant’s right of appeal;

(2) in the event of a pass in a
proficiency check or assessment of
competence for revalidation or
renewal, endorse the applicant’s
licence or certificate with the new
expiry date oftherating or certificate,
if specifically autherised for that
purpose by the competent authority
responsible for the applicant’s
licence;

High Level Check list development.

INTENT
(Manual Requirements)

Examiners will completeallrelevant
documentation immediately afterthe
test or check, and personally ensure
that it is sent to the competent
authority without undue delay, via
the company’s mai! outbox, located
in the company administration office.

The Examiner will at the same time
sign the company mail outbox log,
indicating that the documentation
has been posted.

CHECKTLIST
(What the Auditor must find
out)

Does the examiner inform the
applicantofthe result of the test?

In the event of a partial pass or fail,
does the examiner inform the
applicant that he/she may not
exercise the privileges of the rating
until a full pass hasbeen obtained?

Does theexaminer detail any further
training requirement andexplainthe
applicant’s right ofappeal?

Intheevent ofa passinaproficiency
check or assessment of competence
for revalidation or renewal,

does the examiner endorse the
applicant’slicenceorcertificatewith
the new expiry date of the rating or
certificate, ifspecifically authorised
for that purpose by the competent
authority responsible for the
applicant’slicence?

Do Examiners complete all relevant
documentationimmediately afterthe
test or check, and personally ensure
that it is sent to the competent
authority without undue delay, via
the company’s mail outbox, located
inthe company administrationoffice?

Does the Examiner at the same time
sign the company mail outbox log,
indicating thatthe documentation has
been posted.

Auditing in relation to Flight Crew Licensing (03/01)
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The auditor may now refer to the appropriate associated procedure(s) and
extract relevant requirements that are then incorporated into the High Level
Check List. Thus, examining the procedure associated with the previous Manual
extract:

What the
auditor
has selected
from

The examiner must specn‘“ c:al!y outline any further training that W||| be
- necessary (if applicable) before a re-test may be taken by the candidate. The

projected time span, if available, for such training must also be outlined bythe
.| examiner to aid the candidate with planning for such a test.

§ ‘ penly ensure that the candldate is. fully aware o ,7
ofthis entlt ementand, sh Id the candldate choose to-appeal the decnsmn N |

thatit iti inno way negatlvely effects the rapport between the candldate and the_ .
- ATO, or: the candidate and the examm -

_' The examlner must take tlme to answer any reasonable questlons from the'f;_f-' ‘
: candldates aﬁerthe debnef i} M

T the exammer cannot"answer a specrr" ic: questlon ‘he must bnng it to the - |8
; attentlon of the A’s Tramlng Dlrector and |f necessary, to the Competent | '
Authonty ) - :

The above italic and bold text indicates those requirements that have been
selected by the auditor for this particular audit. (Another auditor may, in the
future, select different requirements from the same procedure).

the procedure,

Section 3 / Page 12 Auditing in relation to Flight Crew Licensing (03/01)
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High Level Check List Development

Doesthe examinerinform the applicant of the result
ofthe test?

Intheevent ofa partial pass orfail, does theexaminer
inform the applicantthat he/shemaynotexercisethe
privileges of the rating until a full pass has been
obtained?

Does the examiner detail any further training
requirement and explain the applicant’s right of

appeal?

In the event of a pass in a proficiency check or
assessmentof competence forrevalidation or renewal,
does theexaminer endorsetheapplicant’s licence or
certificatewith the new expiry date of therating or
certificate, if specifically authorised for that purpose
by the competent authority responsible for the
applicant’slicence?

Do Examiners complete all relevant documentation
immediately after the test or check, and personally
ensure that it is sent to the competent anthority
without undue delay, via the company’s mail outbox,
located in the company administration office?

Doesthe Examinerat the sametime signthe company
mail outbox log, indicating that the documentation
has been posted.

Final High Level
Check List >

Doesthe examinerinform the applicant of the result
ofthe test?

Intheeventofapartialpassorfail, doestheexaminer
inform theapplicant thathe/shemaynot exercisethe
privileges of the rating until a full pass has been
obfained?

Does the examiner detail any further training
requirement and explain the applicant’s right of

appeal?

In the event of a pass in a proficiency check or
assessmentofcompetence forrevalidation orrenewal,
does the examiner endorsetheapplicant’slicenceor
certificate with the new expiry date of theratingor
certificate, ifspecifically authorised for thatpurpose
by the competent auvthority responsible for the
applicant’s licence?

Do Examiners complete all relevant documentation
immediately after the test or check, and personally
ensure that it is sent to the competent authority
without undue delay, via the company’s mail outbox,
located in the company administration office?

Does the Examinerat the same time sign the company
mail outbox log, indicating that the documentation
has been posted ?

Does the examiner specifically outline any further
training that will be necessary (if applicable} before
a re-test may be taken by the candidate?

Does the examiner outline the projected time span, if
available, for suchiraining must to aidihe candidate
with planning for such a test?

Auditing in relation to Flight Crew Licensing (03/01)
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STEP 5: Decide Plan of Action

The auditor must now plan how to obtain information and evidence to be able
to answer high High Level questions.

Where to start.

Who to talk to ﬁ;st.

Where to go next and who to talk to next.
Where to observe the process?

Where to test the system?

THUS A PLAN OF ACTION IS DEVELOPED (See also Audit Methods)

Plan of Action

Audit Entry
& Exit Meetings

L A200mins

For the above example it might be necessary to adopt the following plan and
allocate time as follows:

Head of Training 5 mins.
Company Administration Office 20 mins.
Observation of Examiner briefing/de-briefing candidate 30 mins.
Skills Test or Proficiency Check candidate 20 mins,
Examiner 30 mins.
Head of Training 1S mins.
Section 3 / Page 14 Auditing in relation to Flight Crew Licensing (03/01)
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Clearly it is necessary for the auditor to have an understanding of how the
company is organised and who the key staffare in relation to the activity being
audited. The Plan of Action is very necessary to ensure effective use of the
limited time that is available to the auditor, and also to ensure that information
is gained in a logical and systematic manner that causes the least disruption to
theauditees. It should also be remembered that it is normal practice to start and
end an audit of an area of an organisation with the most senior person, out of
common courtesy and also because they are likely to want to know ifanything
important has been found by theauditor in theirarea of responsibility !

Thusforourexample, some ow Level check listquestions might be:

Head of Training:
Could you please explain how delegates are deemed suitable to
commence skills tests or proficiency checks?

Company Administration Office Stafi:
How do you ensure that the required paperwork is sent 1o the
Competent Authority on completion of each proficiency check?

If the examiner forgets to lodge the paperwork with you, what
methods have you of reminding him of this fact?

TheExaminer:
" How do you decide on any further iraining required by a candidate
in the event they receive a partial pass or a fail in a proficiency
check or skills test?

By what method is this outlined to the candidate?
Etc., ete.

Questionsshould enable the auditortoanswerthe High Level Check List questions.
Howeveritis important to recognise at this stage that the auditor would also need
to gain factual evidence that actual practice was fully in accordance with any
statements made, and thus the need to gain tangible or "Objective" evidence of
conformity with written or stated detail.

THEAUDITORMUSTALWAYSSEEK TO
VERIFY ANSWERSGIVENBY
OBSERVATIONOF ACTUALPRACTICE

"OBJECTIVEEVIDENCE".

Auditing in relation to Flight Crew Licensing (03/01) Section 3 / Page 15



The "Low Level” check list is in practice a series of reminders to the auditor
about the questions that need to be asked, things to be examined (documents,
products, materials etc.), and records of previous actions and results that need
to be reviewed, in order to obtain the necessary objective evidence to enable
the auditor to answer the High Level Check List questions. The "Low Level”
check list will also detail the sample sizes that the auditor intends to take (the
actual quantity of documents; etc. to be examined).

LOW LEVEL (DETAIL) CHECK LIST

QUESTIONS TO BE ASKED TOGETHER WITH
AUDIT SAMPLE

For our example the "Detail Check List" might also include, in addition to the
previous questions, the following reminders:

DOCUMENTS TO BE EXAMINED
Candidate test/check results
(to check if the relevant forms have been completed by the examiners)

Examiner reports on candidates who failed or partially
passed checks or tests.
Re-test/check schedules, and outlines of further training requirements
(to check if the examiners are adhering to the company procedures laid
down in the event of candidates not passing checks/tests)

RECORDS TO BE EXAMINED
Candidate’s training files
(to see if the candidates are suitably qualified before being permitted to
take the tests/checks)

ACTIVITIESTO BE OBSERVED
Debriefing of candidates by examiners
(to verify that examiners are correctly debriefing candidates after a test/
check and completing the relevant paperwork without due delay).

Section 3 / Page 16 Auditing in relation to Flight Crew Licensing (03/01)
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Audit Entry

The basic process adopted for any audit follows a fairly standard sequence of
events which can be summarised as follows:

Audit Process

Entry / Opening Meeling
Collection of Information
Assessment of compliance to requirements
Recording and categorisation of findings

Ciosing meeting

Before undertaking anauditinany area of an organisation itisimportantto ensure
that the manager or supervisor ofthe area is fully aware of what isabout to take
place, who isinvolved and how results will be communicated. It is not possible to
overcommunicate where auditing is concerned, memos are invariably misread, not
understood, or filed for later attention, and in addition to holding a short Entry
meeting itisadviseable to verbally communicate audit intentions acouple of days
inadvance ofthe audit to check that the the auditor(s) is expected and the reason
forauditunderstood.

Auditee management should be informed of audit times and durations, audit
objectives and scope, auditors involved, key auditee staffrequired to be present
and any other special requirements the auditors may have (guides, access to
relevant documents such ascontractsetc., accessto controfledenvironments, etc.
efc.).

Finally upon commencement ofthe audit itselfthe audit team should arrive on time
and re-communicate all previously communicated details ata short Andit Entry
meeting. The Audit Entry meeting should be conducted by the audtor with auditee
management (senior management of area being audited) together with other
relevant key staffas determined by senior management or suggested by the team
leader.

Auditing in relation to Flight Crew Licensing (03/01) Section 3 / Page 17



Thedegree of formality adopted for Audit Entry meetings is largely determined by
the type and magnitude of the audit task, size of organisation and relationships
between auditors and auditees. Forinternal andits Entry and Exit meetings are
relatively informal affairs, howeverthe degree of formality willneed to be adjusted
tosuitthe situation. For example ifthe auditor isauditing in anarea of the company
wherenone ofthe managershasbeenmetbeforethenthe level of formaility will need
torise.

Clearly iftheaudit wasundertaken by ateam of auditors it will be the responsibility
ofthe team leader to arrange for, and conduct the Entry and Exit meetings.

Atypical agendaforsuchameeting, whichshouldlastno longerthan fifteenminutes,
isasfollows:

Opening Meeting

= Introduces the audit team to the auditee’s
representatives

* Reviews the audit plan, scope and objectives for the
audit

+ Establishes the official communication link between
deparfment representatives and audit team

Forrelatively small audits, Audit Entry meetings will be a short ‘ gettogether’
betweenan auditor and anappropriate line manager or supervisorwhichmay even
form part ofthe audit itself.

Section 3 / Page 18 Auditing in relation to Flight Crew Licensing (03/01)
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Audit Conduct

Thisshould be conducted in accordance with the auditor's Plan of Action, keeping
tothe settimes as faras possible. Remember that the purposenowisto geton with
thejoband obtain the necessary objective evidenceto be able to answer ALL of
the questions onthe High Level Check List.

Asnon-conformancesare found they should beclearly recorded inaformal manner
and agreement sought that the facts leading to the non-conformance are true and
accurate.

Astheaudit progresses wemay find that trailsrequire to be followed which could
detract from the individual auditor's plan, or even major concerns thatneed to be
followed up and soresultinamajorchange tothe original audit plan. How should
these situations be handled and controlled ? Itisaprimeresponsibility ofthe auditor
toensure thatthe auditis satisfactorily completed, having covered allareasoriginally
decideduponandcheckedallappropriate systemrequirements. Audittrails thatare
relevanttothe audit objectivesshould be followed and the Plan of Actionamended
accordingly. Audittrailsthat donotrelate to theandit objectives should be followed
ifthey relate tosignificantsafety aspects, otherwise they should be notedand saved
forlaterinthe audit (if there is time) or simply recorded and reported back to Audit
Management as possible concerns thathave notbeen verified.

Itisnotnormal practice for internal auditstorequest staffto accompany individual
auditors inthe role of'guides’, however when auditing in organisationsexternal to
one'sownthenthisisa protocol thatshould alwaysbe adopted. The role of "guides’,
is toshow the auditors where to go and to introduce themtointerviewees and, most
importantly toactas witnessto facts found that relate to non-conformities. It ismost
importantthatthe truerole of such guides is fully understood by both the auditors,
the auditees and the guides themselves. Guides are not there to act as a buffer
betweenthe auditorsand the auditees, they should not themselves be audited, nor
should they cut across the auditor or auditee by asking or responding to audit
questions. They are there to ensurethat the auditorsare able tomove around freely
inthe company, are accompanied atalltimestomeet withcompany confidentiality
and Health & safety requirements, and toensure that fair play prevails. Inthislatter
respect, itis sometimesthe case thateitherthe auditor or the auditee misunderstands
what is being said and in this case the guide can be valuable to see that such mis-
understandings do notoccur. The guide mustalso sometimesact in the capacity of
Interpreter, notonly fromthe foreign language aspect, butalso to interpret company
ortechnical terminology forthe auditors.

Asthe guides canhavesuchasignificantand importantrole itis well to select them
with care and choose suitable staff for this function. Inevitably a company will
choose guides fromit'sownaudit staff.
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Searching for Evidence.

Audits involve the collection of evidence in order to verify that whatshould be
happening is actually happening. That practice is in Iine with intent.

Auditor’s Task

INTERYIEWS

4

EXAMINATION QUESTIONS

—_—) VERIFY +—

T

OBSERYATION

OBJECTIVE EVIDENG

Guidance contained inISO 19011 suggests that evidence should be collected
throughinterviews, examination of documents and observation ofactivities and
conditionsinthe areasof concern.

Collecting Evidence

' CONDUCTING !NT_ERVIEWS B
‘ EXAMINATION OF DOCUMEN ;/PRODUCTS 5
OBSERVATION.OF AGTIVITIES -

: 'OBSERVATION OF CONDITIONS/HOUSEKEEPING~ :
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The auditor’s Low Level checklists and associated plans of action will
generally steer the audit process through a range of activities aimed at
searching outevidence to confirm conformance with the High Level checklist. The
taskoftheauditoristo verify that whatis prescribed in the documented management
system ishappening in practice, what is stated by management to be happening is
happening. Information gained through interviews shouldbe tested by obtaining the
same information from otherinterviews or independentsourcessuchas observation
ofpractice, materials/products andrecords.

The auditor alwaysneeds "Objective Evidence", however wemust also take
the view that the auditees are innocent until proven guilty, so we are searching
for objective evidence of nonconformity to stated requirements.

Collecting Evidence

Sampling and Objective Evidence

Requirements are found in :
Mandatory standards fe.g. Regulations)
Other standards adopted by the Auditee
Internal documentation
Contracts etc.

Use of check lists — look for compliance

Collecting Evidence

Say What YouDo! Do What You Say!

e

Internal

Systems Manual
Practices

Check What is Done!

Throughout the audita certain degree of flexibility needsto be maintained. We must
adhere as much as possible to our audit plan and remain true to our audit sample
asdetailed inourchecklist. However we mustnotbecomea slavetothe checklist.

At the time of audit we may use a combination of audit strategies and
techniques in orderto testthe system and verify conformance to requirements.
The auditor should also maintain a degree of flexibility and be prepared to
follow audit trails as they arise.
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Approachestoauditing.

The auditor may decide tostart with managers and work down throughthe structure
toworking level, orstartat working level (possibly by observation) and then work
up through the structure to supervisorsand managers.

The anditor followsa logical sequence of process steps either starting at the input
to the series and progressing to the output or working from the output and
progressing back tothe input.

During the course ofanaudittheauditoruncoverssomething thatis worthy of further
investigation, howeverthis now leads away fromthe original plan of actionand may
eveninvolves progressing the auditinto other areas of the organisation not originally
intended for audit or areas that have been/are to be audited at some other time.

However sometimes it is better to take notes and follow the trail at a more
convenienttime or whenthe anditmoves to the area where the trail leads.

What can beexamined during an audit?

This will depend very much on the type ofenvironment inwhich the auditis being
undertaken. In some environments such as an office, there may be very little to
examine otherthan documentation, howeverinaircraftmaintenance environments
there will be many things that the auditor may examine. Inrelation to Flight Crew
Licensingthere ispotentially a vastamountof documentation, informationrelating
to peopleete. that can be examined by an auditor.

Auditorswillneed toexaminemany things inorderto obtain the necessary objective
evidence of conformance, asthey dothey should also remain consciousof various
problemsthatmay be evidentand may provide cluesto correctimplementation of
themanagementsystem. Some ofthese things couldrelateto the following, however
forflightcrewlicensingthis will dependentuponthe nature ofthe environment being
audited.

Procedures may be examined for Availability, Application, Interpretation, Issue
Status, and general employee understanding. Howeverwe mustbe careful notto
betoocritical oftheadequacy ofaprocedure unlessthere is evidence of things going
wrong due to the lack of detail provided to staffin the procedures. Remember,
proceduresare provided to communicate company requirements tothe auditees
staff, and not for the auditors !
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Auditorswillneedtothink carefully inadvanceofthe auditof where they might need
to go to obtain information from one source to be able to use that information
elsewhereinthe organisation in orderto undertake an effective verification.

Inrelationto the variousrequirements contained within Part FCL, the auditor will
need to decidethe bestapproachto adoptto establishthat the requirement isbeing
met. Forsome ofthe requirements this will mean a simple examination of records,
however for other requirements the auditor may need to undertake extensive
investigationsbefore ahigh level check listcan be answered.

Fortraining itisnecessary to validate that the training method enables the desired
resulttobeachieved. Thisishow competency isassured. Simply providing training
doesnot guarrantee competency to undertakea task, and itisalways necessary to
validate atraining process and to verify that those passing through the training
process are assessed to establish that the necessary knowledge and skills
(competency) have beenaquired.
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Conducting Interviews and Asking Questions.

From our plan of action we know who we should interview and what
information we are probing for. The persons we wish to interview will range
from very senior managers through to those who actuaily undertake the day to
day activities in the organisation and clearly the information we seek from the
different levels in the hierarchy will be possibly different and will need to be
sought after in different ways. We need to be aware not only of who we wish
to see, what we are trying to establish and therefore what questions to ask, but
we need also to be aware of the psychological aspects of this process.

For senior managers we may adopt a more formal style of interviewing
technique than with other employees. Senior staff are more likely to feel
comfortable with this style, and it can be modified to suit the circumstances and
the relationship between both parties that either exists at the start of the
interview or as it progresses. Both the interviewer and interviewee appreciate
that time is always the enemy and a well prepared interviewer will be able to
extractthe necessary information inthe shortest time and allow a busy manager
to get on with his work.

Interview Techniques

Interview the Right People!
Those responsible

Those doing the work
These are the people who should know.

Those being supplied by the process

You can ask those ‘down stream’ about their
‘supplier’.

We select the right people during the preparation and planning stages.
Generation of check lists ensures that we are well prepared.

Interviewers mustremember that everyone is human, and that the interviewee
may not fully understand what we are trying to achieve and may have some
fears about the process and the eventual outcome. We will achieve far more if
the interview is conducted in arelaxed atmosphere and one where neither party
feels threatened or intimidated. Good interviewers learn to adjust their style
dependent upon the response to the process from the interviewee.
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Interview Techniques

Good Auditing Practices:

Ask the right person!

Speak clearly and simply. Use ‘local’
language,

Look at the person — in the eyes!

Rephrase your question if the auditee
doesn’t seem to know what you are
asking.

Interview Techniques

Good Auditing Practices:

Don’t talk down to anyone.
Be unemotional and impartial
Avoid interrupting an auditee.

Don’t look for trouble — Find the facts.

Say “Thank You!”

Auditing in relation to Flight Crew Licensing (03/01)
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The interview process:

There are four basic stages to conducting interviews.

PREPARATION

ENTRY

CONDUCT

EXIT

Preparation.

Preparationiseverything previously addressed foraudit/assessment preparation,
however, the interviewee also needs to be prepared for the interview process.

Clearly for senior management there should already be a good understanding
of what an assessment is likely to involve, and one always hopes that
appropriate steps have been taken to convey this to middle management and
other company employees and the part that they are expected to play.
However, when interviews are conducted with middle management one must
expect to spend a short period of time “preparing” the interviewee for the
questioning process, introducing yourself and explaining what you are about
to do and how you intend to do it.

Entry

The first step in undertaking a successful interview is to arrive on time.
Introduce yourselfto the interviewee and ensure you record the interviewee’s
name and job title when they introduce themselves to you. It is important to
spend a short period of time gaining the person’s trust and confidence, if
necessary explaining the assessment process and how you intend to proceed.
If possible request that telephone calls and other interruptions be blocked and
indicate the time that you will need. When the person is seated comfortably
beginby explaining the process and give the interviewee the opportunity to ask
questions about the process and how the information gained will be used.

~— ™
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Itis not good practice to use a tape recorder at such interviews, however ifthe
auditorwishes to use arecording device the auditor must first obtain permission.
Explain that you are only recording the interview so that you can pay greater
attention to the interviewee and will not have to take detailed notes. Let the
interviewee see the tape recorder, switchitonand place it in full view. If there is
clearly anegative reaction, orthe interviewee is uncomfortable aboutthe use ofa
taperecorder, don’t push the point, switch it offand return to taking notes.

Ifthe auditis being conducted inanotherorganisation, suchas supplierorcontractor
anda guidehasbeenallocated by thecompany, trytoensurethatitisthe interviewee
that responds to the questions and NOT the guide !

KEYPOINTS
ARRIVE ON TIME
INTRODUCTIONS

RE-STATE PURPOSE

INVITE QUESTIONS

Conduct,

Interviews are conducted by basically asking questions of the interviewee and
taking appropriate notes of the responses.

For a well prepared interviewer the previously prepared check list provides a
framework for the interview and enables satisfactory responses to berecorded
against each question. Only points of interest, variances to previous responses
(obtained from previous as well as this interview) and outright deficiencies or
nonconformities need to berecorded (Referto section “Questioning Techniques™).
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Exit.

Once all questions onthe check listhave beenaddressed give the interviewee
anopportunity to make any other comments. Now is the time to summarise any
concerns or deficiencies that have been noted and ensure that the interviewee
agrees with your conclusions and if required signs the official record of
findings. Ifa guide hasbeen present throughout the interview you may require
this person to sign such formal documentation. Tell the interviewee what you
need to do next (you may need to be taken to another part of the company or
be introduced to somebody else inthe same department), thank the interviewee
for theirtime and co-operation.

INFORMATION OBTAINED THROUGHINTERVIEWS
SHOULD BE VERIFIED BY ACQUIRING THE SAME

FROM OTHER INDEPENDENT SOURCES, SUCH AS

PHYSICAL OBSERVATIONS, MEASUREMENTS AND

RECORDS.

Questioning Techniques.

Anauditorneedstobe a good communicator. However, communication must be
inbothdirections, and itisnecessary forthe auditor to seek information by posing
aquestion, andthento await and fully understand the response to that question.

Bad Auditing Behaviour

Asking too many questions

Asking leading questions

Saying you understand when you don’t
Answering own questions

Giving insufficient time fo answer
Provoking an argument

Subjective opinions

Taking sides

Criticising individuals
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A BAD AUDITOR IS ONE WHO CULTIVATES
ONE-WAY COMMUNICATION.

Eitherby:
Askingclosed questions. (Thoserequiring only a YES/NOresponse).
Asking and answering own questions.
Not giving the interviewee sufficient time to respond.
Notasking questions atall, justcontinuing to chat orexpressing opinions.

The auditor must learn how to formulate and ask questions that promote
feedback of information, and also how to gather additional information when
theinitial feedback includes generalisations or distortions orhas omissions.

Use of language.

Weuse language to communicate thoughts and ideas whichexistin our brains,
however the words we use are only arepresentation of those thoughts and ideas.
Wedonotcommunicatethefillextentofthe image/thoughts/feelingsorunderstanding
thatexists in ourmind, andsomepeople find it very difficultto convey inwords what
they really mean. Hence the language that we use may not be franslated back into
thesameimage/thoughts/feelings/understanding by therecipient. Once therecipient
isaware of this problem he/she can work to build up a better picture by testing the
information givenandretrieving missing information.

Thuscommunication from an interviewee may include generalisations, omissions
anddistortions,and itisthe job ofthe interviewertoretrieve thismissing information
to provide a clearer ormore complete representation.

An auditor, must know how to ask a question to obtain information, and where
necessary ask further questionsto clarify his/her understanding orto obtain further
information. Auditorsneed to develop techniques forasking questions inaneasy
going and non threatening way, and to work with the information obtained and
understand what it means.
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Performing the Audit.

What can go wrong !!

Performing the Audit

Scope too wide for time aliotted

Plan is too specific for time allofted .
Sample sizes inappropriately large
Inadequate or no check list

Failure to follow check list

Failure to adhere to schedule

Performing the Audit

Validation of Findings

Random Basis
Objectivity
Factual
Agreement

Be Polite!

Be Professional!
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Performing the Audit

Use easily understood language
Be able to retrieve the facts

Make it constructive and helpful
Make it concise and to the point
Be sure it is true and relevant

No surprises or blind-side attacks
Make sure everyone understands

Performing the Audit

Things to Consider— Is it Serious?

Sufficient facts?

Crifical situations?

Isolated minor discrepancy?
Happening too frequently?
Too many findings?

Does what | have found represent a finding?

Formal corrective action versus immediate?

Auditing in relation to Flight Crew Licensing (03/01)
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Use of key words:

Some words are useful to use in a questionto force aresponse. Questions using
these words require the auditee to provide information and are known as open

questions.
Questioning Technigues
WHAT
T WHY
OPEN QUESTIONS REQUIRE A -
RESPONSE THAT PROVIDES - WHEN -
. THE AUDITOR WITH. - 2
INFORMATION.: -, ... WHERE L]
WHO
HOW
Questioning Techniques
W!l What? %?
) -
f ¥ On Trail
Open Ended ‘ ‘ ‘ a @@ﬁ:
'm!be‘? . - g’l
- How? Bk
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These words may be used to very good effect, but particularly when used with
SHOW ME are very powerful in gaining not only information but enabling
verification of what is said.

Thus:

Howdo you store your training records?

A.  Theyarestored inaseparate secure area provided with appropriate
locked and fire prooffiling cabinets.

Q. Couldyouplease showME!

Investigating the System

Sometimes in order to “investigate” or "test" the system the auditor will use
hypothetical questionssuchas-

What happens if ......cooevnrvciiccinnincccnn 7
How would you respond when ................ ?
Let us suppose that ........cceveeerveveneraennns 7

Occasionally the auditor will not understand the response toa question; there
is no shame in requesting the auditee to repeat or expand upon the reply.

1 am sorry, I did not quite understand that, could you explain
that again please.

The auditor also needs to be systematic. All questions that ought to be asked
should be asked; if it is on the check list, then it must be addressed. The auditor
should also notbe afraid to ask obvious questions, asthese can sometimesreveal
system weaknesses. However, auditorsare often afraid toask the obvious question
for fear of giving an impression that they do not fully understand a process,
remember, auditorsare nottrying to demonstrate superiorknowledge orexpertise
tothe auditees butsimply trying to verify thateverything is hapening inthe way that
itis supposed to hapen.

Rememberalso, the power of silent questions. Afterasking a question the auditor
listenstothe answer but remains quietand encouraging the auditee to supportthe
answer with further information, whichagainmay reveal the weakness inasystem.
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In Summary, we should use various questioning techniques aimed at establishing
whatishappening and which encouragethe free flow of information, Once we have
asked a question wemustthen give the auditec ample opportunity torespond, and
mostimportant of all we must listen carefully tothe response.

AUDITORS MUST LEARN TO LISTEN WITH
THE MIND AS WELL AS THE EARS!

Points to remember

Talk to the person who does the job.

Don’t talk down (people are not fools 1.

Talk the language of the auditee.

Speak clearly.

Re-phrase the question if not understood.
Don’t confuse - ask one question at a time.
Come back if information is not immediately
available.

Communication

A BAD AUDITOR 1S ONE WHO CULTIVATES
ONE WAY COMMUNICATION

By:
Asking closed questions
Answering own questions
Not giving auditee time to respond
Talking continnously
Expressing opinions
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The Psychology of Auditing.

It should be remembered that auditors and auditees are only human and that
both parties have a clear understanding of what they are trying to achieve.

From the auditors point of view, the intention is to expose any weakness that
there may be in the Quality (Management) System, however from the auditees
point of view it may be undesirable for the weaknesses to be observed by an
external auditor. Hence 2 game is often played!. '

People can often feel threatened when the auditors appear, they may fear for
their job if deficiencies are found in their area of responsibility. They may be
easily upset. Managers in particular may feel that their ability to manage is in
question. People donotlike being observed carrying out their day to day tasks by
those withacritical eye.

Ifwe take the above into consideration, then it is hardly surprising if sometimes
the auditor is not made to feel particularly welcome! Or indeed feels that the
truth is being hidden.

We should try and remember a few simple rules that relate to the personal side
ofauditing.

Psychology of Audit

AUDITORS CAN APPEAR THREATENING

BE RELAXED
BE HUMAN
BE COURTEOUS
DISPLAY INTEREST
REMAIN COOL, CALM & COLLECTED
ACT PROFESSIONALLY
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Auditor and Auditee Tactics.
Auditor Tactics:

The jobofthe auditor isto clearly establish if working practices conform with the
appropriate requirements and to do this certain tactics may need to be adopted
dependinguponthesituation atthe time of audit and the degree of co-operation that
the auditor sees from the auditees.

In order to remain in control, the auditor should remember the following:
Be well prepared.
Beontime.
Getonwiththetask.
Don't argue (whilst arguing you are wasting valuable audit time).
Use the check list (fo remind you what you are trying to verify).
Discuss problems when they are found (Yo be certain of the facts).

Additionally, thefollowing are points worthy ofnote:

Ifyoucannot getthe information that yourequire in one partof the organisation, try
to obtainitsomewhere else.

Ifyou are faced with non-co-operation from one person, try another.

Verify statements made about other departments/sections inthose other departments/
sections.

~ Alwayslook forobjective evidence to verify comments made.

Follow trails to the ultimate conclusion (if the trails are relevant to the audit
objectives orrelate to significant safety concerns).

Return to areas/people if more information, clarification or re-confirmation is
required.

Obtain agreement with the andit findings during the audit (and signatures on forms
ifappropriate).

Section 3 / Page 36 Auditing in relation to Flight Crew Licensing (03/01)

)

L+

D

C

- =



i A

I
LN

L.

)

d

-

~—

| N—

]

e )

—t

Auditee Tactics:

It is worth noting that a successful audit is dependent not only upon the skill
of the auditor, but also upon the degree of openness and co-operation of the
auditees. The anditors task can often be made more difficult when faced with
the following, and a skilful auditor must learn howto successfully handle these
situations:

Argumentative people.
Outrightaggression.

Time wasters.

‘Wafflers.

Flatterers.

Senility.

Oneupmanship.
Planned/unplanned interruptions.
Cook’s Toursand long explanations.
Extended coffee/lunch breaks.
Pleading of special cases.
MissingDocuments.

Remember, the most difficult people to audit are very often those who have
been trained as auditors themselves, they know all the tricks in the book!

Auditing is about learning to talk to and handle people, and it is worth
noting that auditors should be selected from those who exhibit the
necessary attributes, as well as those who have received professional
training.
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The Need for Professionalism.

With the above in mind it was recognised in 1987 that a Code of Practice for
auditing could be beneficial in promoting a more professional approach. The
result wasthe publication in 1989 of B§7229 British Standard "Guide to Quality
Systems Auditing”. This British Standard was written in a way which supports the
intentions of what was then known as the "Assessor Registration Scheme" (now
knownasthe "Auditor Certification Scheme" administered by the "International
Register of Certified Auditors” (IRCA - asubdivision of the Institute of Quality
Assurance). BS7229 was subsequently adoptedasISO10011,and hassince been
re-issued asISO 19011, and details the ‘good practices’ that should be adopted
byallwhoundertake Quality or Environmental Management System audits either
inaFirst, Second or Third party sense.

SOME BASIC RULES FOR AUDITORS
PROFESSIONALISM
PLANNING
AVOID SIDETRACKS
SEEK EVIDENCE
AGREE FACTS
CONSTRUCTIVE APPROACH
FORMAL REPORT
CHANGE STYLE

DE-BRIEF MANAGEMENT
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Recording the Results.

As an auditor conducts interviews, passes through the various departments of
an organisation and generally observes working practices, there will of
necessity be aspects of operation or comments made by auditees that need to
be recorded for further reference. However, just how much should be
recorded?

Taking Notes

RECORD THE IMPORTANT FACTS
FORFUTURE REFERENCE

WHERE THE AUDITOR HAS VISITED
WHO WAS MET & SPOKEN TO
RECORD OF WHAT WAS SEEN & HEARD

Asaminimum the following should be recorded ina formal manner:

Instances of nononformity to the regulations.
Tustances of nonconformity to documented working practices.

These formal records provide the output fromthe auditand should berecorded on
official paperwork. Suchformalrecords willinevitably be termed ‘Deficiencies’ or
‘Nonconformities’. The actual term used may vary dependent upon the auditing
organisation.For Internal Audits company auditors invariably use the terminology
givenabove. Forexternal auditsundertaken by second or third party organisations
thefollowing termsmay also be encountered:

Noncompliance Reports (used by regulators)
Corrective ActionRequests (CAR)
Discrepancies

The important point to remember is that the auditor must detail clearly and
concisely what has been observed and why it is a concern. The auditee needs
to know what the problem is before it can be satisfactorily corrected.
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However, auditors must remember that they should report only agreed
findings based on factual evidence. It is good practice to obtain the signature of the
auditee (orauditeesrepresentative) on the audit ‘nonconformity’ report, however
notallauditors will dothisat the time of finding the facts but may wait until a later
time when reviewing the audit results with management or the management
representative. However, itisimportant thatthe facts are agreed before the auditors
moveon to anotherarea.

Taking Notes

Please, Please! Take Notes!!!
For investigation now
For investigation later
For use by other auditors
For use on future audits

Legibitity
Retrievable

Taking Notes

Statements (Admissible)
Document Numbers
Revision information
Names

Location / Places

Dates

Posilions

Taking Notes

Keep People Informed:

+ Review Findings Reguiarly - “Everything looks good
here” is a good phrase to use,

» Keep it Constructive — Criticism we don't need!

- Show Professionalism — Be precise, attentive,
responsive.

» Create Rapport— Make a friend!

- Include Appropriate Personnef—~ Talk to alf the right
people.
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The "Nonconformity statement" needs to be worded so that itisunderstandableto
those whowere presentatthetime of auditandalsotothose who werenot and who
may beinvolvedinimplementing corrective actions. Itisameans of communication,
andifthe auditee cannotunderstand it then the auditor has failed to communicate
effectively!

Thus the need to record facts:
Whatwas found
(the objective evidence)

Where it was found
(geographicallocation)

‘Why the auditor thinks it isa nonconformity
(reference fo a requirement)

Who was present
(only ifthis is really necessary)

Statements should be clear, concise and meaningful to enable the auditee to fully
understand the problem and correct it. Remember that such statementsneed tobe
written atthetime of auditand so should be short, sharpandtothe point. Itisnormal
protocol notto name names insuch statementsasthis could giverise totheallocation
ofblamewithout determining thereal (root) cause of the problem. Itis better to give
someone'stitle rather than name ifitisunavoidably necessary.

Nonconformity

EVACUATION INSTRUCTION SOP 42 ISSUE
“E” IN USE IN 737 SIMULATOR

LATEST ISSUE ACCORDING TO
MASTER RECORD INDEX IS “F”
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Thehumanshorttermmemory isnot particularly good at retaining large amounts
of datawhen such data isbeing rapidly received. Inan auditsituation weare ina
completely newandpossiblestrangeenvironment, itis easy to become overwhelmed
bywhatwe seeandhear. Inthissituationitisoften difficulttorememberall of those
interesting thingsthatneedto beinvestigated further atsome later time orin another
section of the organisation. Itisadvisable and indeed good practice for an auditor
torecord thistype of data inworking notes. Also, notes should be made of who has
beeninterviewed, where in the organisation the audit hasbeen conducted and what
procedures or documented working practices or drawings etc., have been
examined.

IF ADEQUATE NOTES ARE NOT TAKEN IT WILL BE
VERY DIFFICULT TO RECALL WHAT HAS BEEN
OBSERVED.

Do nottrustyour memory, write down information as you go.
Donotclutter yourmind with trivia.
Use your check listandrecord onitif youwish.

Record whatneedsrecording, i.e.:

Section/areaaudited
Person(s)interviewed

Document numbers and issue status
Equipmentidentification
Product/material identification
General housekeeping conditions

Make mental notes ornote impressions gained of:

Workloads

Attitudes

Reactions

Organisation

Condition of equipment

Awareness and understanding of procedures

REMEMBER TO LISTEN TO WHAT IS SAID AND
OBSERVE AT ALL TIMES, ANALYSE AND RECORD
WHAT ISIMPORTANT.
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EVALUATING THE FINDINGS

Afterundertaking anauditthere may be a numberofaudit findings (nonconformities),
however some ofthe findingsmay be more significant than others, some may be
closelyrelated or similaroccurrences ofthe same filndamental problem. Theaudit
teammustnow undertake an evaluation ofall the audit resultsto identify any areas
ofconcernwhich will need to be communicated to auditee management. It isnot
agoodideatoread outalargenumberofauditfindings atan auditexitmeeting, but
much better to group similar findings together and identify any major concerns
revealed by the audit, i.e. to identify the big picture revealed by the audit.

Ifthere are very few findings of anyreal significance then it is probably nota good
ideatosuggest thatthese are of majorimportance, but instead tell the auditees that
itisbasically good newsand the audit sample taken hasnotrevealed any findings

ofsignificance.

ALL
RESULTS

Evaluating Results

MAJOR CONCERNS

MINOR CONCERNS

YOU WILL NOT EARN RESPECT
FOR REPORTING ONLY TRIVIA

This evaluation should be undertaken at the end of the audit and before
presenting the resultsto auditee management. Remember, management are not
interested intrivia, they need to know what the main problemsare.

Auditing in relation to Flight Crew Licensing (03/01)
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Some organisations categorise nonconformities as major or minor or attach a
numerical indicator of severity i.c. Category 1,2 or 3. Although there are no formal
definitions as such in any ISO standard the following are typical examples of
definitionsthatare used by many audit authorities:

Major Nonconformity

A SIGNIFICANT NON-COMPLIANCE WITH A MANAGEMENT
SYSTEM REQUIREMENT

OR

A FAILURE OF, OR COMPLETE OMISSION OF A MANAGEMENT
SYSTEM REQUIREMENT

OR

A SIGNIFICANT NUMBER OF MINOR NON-COMPLIANCES
CONCERNING THE SAME MANAGEMENT SYSTEM
REQUIREMENT

Itis important for an auditor to differentiate between things that are of a serious
nature and those that may be less so, howeverthe above definitionsasabove are
considered tobe somewhat subjective and couldresultin much debate at the time
ofaudit, particularly iftoreceive a'major’ nonconformity could result inthe lack of
formal approval orloss of an order.

Insome instances anauditor may be given information ormake an observation that
whilst notanon-conformance as such, indicates that potentially one might arise if
thesituation were not addressed. Auditors oftenuse the category "Observation for
suchinstances, however itis felt that unless hard factual (objective) evidence of
nonconformity is found by the auditorthen one doesnot exist. The term 'observation'
should notbe used to describe a lower category of nonconformity.

EASA Part OPS ARO.GEN.350"F indings and corrective actions" identifies the
Levelsoffindings and the corrective actionrequirements that must be followed.
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EASA
Part OPS ARO.GEN.350

Findings and Corrective Actions

A level 1 finding is any significant non-compliance
with the applicable requirements of Reg (EC) No.
216/2008 and its Implementing Rules, with the
organisation’s procedures and manuals or with the
terms of an approval or certificate or with the content
of a declaration which lowers safety or seriously
hazards flight safety.

EASA
Part OPS ARO.GEN.350

Findings and Corrective Actions

A level 2 finding is any non-compliance with the
applicable requirements of Reg {(EC) No. 216/2008 and
its Implementing Rules, with the organisation’s
procedures and manuals or with the terms of an
approval or certificate or with the content of a
declaration which lowers safety or seriously hazards
flight safety.

EASA
Part M Subpart |

A level 1 finding is any significant non-compliance
with Part M requirements which lowers the safety
standard and hazards seriously the flight safety.

A level 2 finding is any non-compliance with the

Part M requirements which could lower the safety
-standard and possibly hazard the flight safety.

No level 3, No Observations.
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Audit Exit

Followingan auditan AuditExitmeeting should be held atwhichthe auditor(s) will
provide theauditees withan overview of the auditteam findings. Itmay notbe
necessary to go into great detail in respect of eachauditfinding, howeverthe audit
conclusions shouldbe clearly and concisely conveyed toauditeemanagementina
formthatisunderstandableand withoutundue emphasis on relatively trivial findings.
Itisadvisabletoprovide the summary firstand to followthis with the details if they
arerequired by auditee management.

Inmany casesauditee management will wish to know of significant findings orof -

specificauditconcerns resulting from grouping of findingsinto categories.

Auditeemanagement may requireall details resulting from the audit, including all
individual findings (this is their prerogative), howeveritis advisable to keep the
Audit Exitmeetingrelatively shortand ultimately provide full details ofauditfindings
ina formalreport. In most cases the auditexitmeeting will merely convey audit
findings inthe form of completed audit report forms for auditee reviewand action.

Ifthecompany systemrequires it, theauditor(s) should provide a final audit report
forauditeemanagement, incorporating the detail fromallaudit findingstogether with
any conclusions.

Closing Meeting

Opening Remarks & Thanks

Attendee List— Pass around for signatures

Review Audit Objective & Scope

Audit Restrictions / Limitations

Tell of GOOD things you saw

Sumynary of Findings (Main concerns / weaknesses)
Nonconformities

Questions

Corrective action & follow-up process
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Formal Reports

Following a major audit it is good practice to provide the auditee organisation with
aformal reportdetailing findings and conclusions ofthe audit. The nature of such
reports will vary depending upon the type of the audit undertaken, howeverthe
main purpose of suchareportisto clearly convey to company management the
findings and ultimate conclusions ofthe team. Itisimportanttorememberthatthe
reportshould hold nosurprises, and it shouldreflect accurately what was presented
atthe exitmeeting.

Provide a summary
Provide the details

Think before writing and
Write clearly and concisely

Main Content for an Audit Report

Reportidentification

Purpose, objective and scope of the audit.

Details ofthe auditors, dates and part of organisation audited.

Identification of the reference documents against which the audit was conducted
(Regulations, Management System, procedures, contracts, etc).

Summary ofauditfindings.

Details of audit findings (nonconformities) and supportingevidence.

Conclusions of the audit, judgementsasto the degree of compliance.

Recommendations for follow-up of corrective action.

Distribution.
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Theauditreport shouid besigned and dated by the lead auditor, and distributed as
necessary. For second party assessments that are part of a supplier selection
processitmay be necessary for the team leaderto prepare a version of the report
for use within the purchasing organisation, and for such reports an Executive
Summary may be appropriate. Such summaries should be prepared with the busy
exccutiveinmind and should clearly and succinctly convey:

Conclusions
Anoverview of findings
Recommendations

For both internal audits and assessments of external organisations it may be
company policy torequireauditorstoproviderecommendationsfor  overcoming
non-conformances found. Unless this is the case auditors should refrain from
becoming too involved with the corrective action process other than verifying
effectivenessofsuch.
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AUDITRELATED TERMINOLOGY (Notdefinitions):

Audit

Atermusedto describethe physical examination ofactual practice,
or the results achieved, for an activity and the comparison with
requirements detailing what should be done and how it should be
done, or the results that should have been achieved.

Auditsare notundertaken to verify that actual practice, oranitem,
isacceptable inorder fo allow continuation of the process. Audits
are undertaken in order to provide unbiased objective data to
enable fudgements o be made about the overall acceptability ofa
system, process or product.

Auditing is primarily a feedback mechanism for the purpose of
providing cenfidence that a process or system is capable of
providing acceptable ouiputs or outcome.

System / Process / Product Audit
Audit to verify the effective imlementation of a system / process or
that a product complies with requirements.

Internal Audit
Audit undertaken by an organisation on its own system, process
or product,

Audit client
Organisation or person requesting an audit and requiring the audit
information.

Audift criteria
Set of policies, procedures or requirements that the auditor is
verifying conformity with.

Audit findings
Facts obtained by the auditor indicating conformity or
nonconformity with the audit criteria.

Audit Scope
Those parts of the organisation that are to be subject to audit
activity.

Auditee
The organisation or person being audited.

Auditor
A person with the autherity to undertake an audit.

Inspection

The true meaning relates to the physical inspection of a tangible
item for the purpose of verifying that it meets the specified
requirements, and is suitable for continued processing or delivery.

Note: The term "inspection" is ofien applied o the activities
undertaken by a regulatory 'inspector'. This activity is better
known outside aviation as "Audit”.

Nonconformity

A generic term used to describethe factual evidence that indicates
that there is a situation that does not meet specified requirements.
Noncompliance

A term used to describe the factual evidence that indicates that
there is a situation that does not meet regulatory requirements.

Objective evidence
Evidence thatexists such asrecords, orother information including
observations. (Statemenis made are not objective evidence).

Quality

A totality of features or characteristics of a produet / service that
satisfy customer requirements / expectations, or is fit for the
intended use. (Goodguality implies features and chracteristics that
meet defined requirements)

Quality Assurance
The means ofproviding confidence that quality requirementswill
be met.

Quality Control
Mechanisms used, such as checks or tests, that are performed to
ensure that requirements are met.

Quality Management
The means by which an organisation manages its activities to
achieve its quality objectives.

Quality Objective
A specific target or objective that management wish to meet in
relation to product / service quality.

Quality Policy
A statement setting out management's overallintentionsinrelation
to the quality of products / services.
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Oversight Management

Obligations of the State - Chicago Convention.
Regulatory Approval & Oversight

Auditing as an integral part of Oversight

Auditor competence

Management of the Approval Audit Process

Audit Records

Standardisation of auditing

Applications of auditing within regulated organisations
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Nigel Bauer & Associates

Obligations of the State - Chicago Convention.

The Chicago Convention was signed on 7 December 1944 by 52 States and the
International Civil Aviation Organisation came into being on 4th. April 1947.In
October ICAO becamea specialised agency ofthe United Nations. (Asat 17th
May 2006 there were 189 contracting states). ICAQ’s aims broadly relate to
Standardisationthroughthepromulgation of Standards and Recommended Practices
(SARPS), provision of CNS/ATM facilities, Regional Planning, Facilitation of Air
transportation, Economic matters and Technical Cooperation for international
developmentandthe international unificationofaviationlaws.

Inaccordance withthe Conventiona State has complete and exclusive sovereignty
overtheairspace overitsterritory butagreestocertain principles and arrangements
relating to the minimum standards, procedures and practices that need to be
adopted in order to allow for safe and orderly civil aviation operations within its
airspace. Itis therefore responsible forensuring safety within it's airspace and has
an obligationto provide safety regulations, airnavigation equipmentand aviation
operations compliant, as far as possible, with ICAO requirements. Safety
regulation of civil aviation isanational responsibility and Contracting States need
to establish and implement systems that enable them to meet their international
obligations. ICAO Standards and Recommended Practices (SARPS) need to be
reflected within the laws of States, and a contracting State will need to enact
legislationthat will provide the necessary framework for discharging its obligations.
Thisisknownas"Primary Aviation Legislation". The legislative framework willthen
allowforthe development ofthe necessary civil aviation regulations that in tum will
ensurethatcivilaviation operationsare conducted inaccordance with the minimum
requirements contained within the SARPS and the relevant Annexes to the
convention,

Primary aviation
legislation

Regulations

Approval / Certification

Regulatory Oversight

Enforcement

i el | Aviation Organisations
actions .
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The ICAO Annexes:

Annex 1 -Personnel licensing

Annex?2-RulesoftheAir -

Annex 3 -Meteorological Service for International AirNavigation

Annex 4 - Acronantical Charts ‘

Annex 5 - Units OfMeasurement To Be Used In Air And Ground Operations

Annex 6-Operation of Aircraft

Annex 7 - Aircraft Nationality and Registration Marks

Annex §- Airworthiness of Aircraft

Annex 9-Facilitation

Annex 10- Aeronautical Telecommunications

Annex 11 - AirTraffic Services

Annex 12 - Search and Rescue

Annex 13-Aircraft Accidentand Incident Investigation

Annex 14 - Aerodromes

Annex 15 - Aeronautical Information Services

Annex 16-Environmental Protection

Annex 17-Security: Safeguarding International Civil Aviation Against Actsof
Unlawful Interference

Annex 18- The Safe Transport of Dangerous Goods by Air
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Nigel Bauer & Associates

ICAOactively promotesaclear separationofresponsibilities between the provi-
sionofaviation related services and regulation, and in the case where the state
providessome aviationrelated serviceseffective regulationwillonly beachievedif
there isaclearseparation ofresponsibilities and the regulatory function is able to
actinatotally independent fashion.

A Balanced Approach to Regulation

The public inferest is best served by a balance
between the State and aviation industry

(Doc 9734243 ]4)
CAA Passive Role Domination by CAA
(Reliance on Industry) (Industry not empowered)

There should also be a balanced approach to regulation. If the regulator is too
prescriptive then industry is simply under the control of the regulator with little
freedom to actand so becomes dependent upon the regulator with consequent
possiblelack ofinnovation andefficiency and consequenthighcoststothe travelling
public and/ortax payer.

If, onthe other hand the regulator simply allows the industry to work withno clear
regulations and a lack of competent persons undertaking oversight activities, then
commercial considerations could assume far greater importance to the safety of the
travellingpublic.
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A national regulatory organisation has obligations:

1.  Anobligation to the State government to ensure safety in aviation, and to
discharge the State's international obligations to the Chicago convention thatthe
state has signed up to.

2. Anobligation to the travelling public to provide for safe and efficient public
transport systems.

3.  Anobligationto provide for effective regulation of all parts of the industry
that provide support to the other parts.

Regulatory Obligations

Regulatory
Authority

QObligations fo ihdust(j( T

The regulatory authority will need to have the support of a well constructed
regulatory framework, together with a mandate to take the necessary actions to
ensure that organisations comply with regulations. They need to have the legal
ability where necessary to take enforcementaction. Regulators will need to provide
rules that organisations must meet to satisfy their national primary aviation legislation.
In the U.K. such rules are provided, together with guidance material, in the form
of Civil Aviation Publications (CAPs). The rules will need to strike a balance
between “prescription” (where the regulator effectively takes ownership of the
means to meet the regulations by stating exactly what must be done), and the
broad setting of “objectives’ (where the regulator is only concerned that an objective
is met and not how it is met).
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Nigel Bauer & Associates

Within Europe EU States notonly need to meettheir obligations inrespectofthe
ICAQ Convention, buttheyalsoneedto comply with EU law. There arealso States
outsideofthe EU thathave elected to enact EU laws into their ownnational law,
whilstthere are also some thathave not done this but generally adopt EU laws as

good practice without the support ofthe legislative framework.

International Obligations

European Unjon

Chicago
Convention

: Régqlatfqns' G X

3

~Signatory State.
 Enabling Legistatiot " | | e SOTISSOT
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Regulatory Approval & Oversight.

Organisationsthat wish to provide certain productsand/ or services forwhich they
need tohold formalregulatory approval (or sometimies certification) need tomake
a formal application to the appropriate regulator, In order to be able to grant an
approval theregulator will need to have confidence inthe organisation's ability to
manage those processes the subjectofregulationina fully effectivemannersuch that
the regulator has the ‘assurance' of management systems implementation and
therefore inthe ability ofthe organisationto conductitsactivities inamannerwhich
willresult intherequisite levels of safety orairworthiness. Variousbackground
checksmay be undertaken by theregulatorsuchas financial checks toestablish that
theorganisation is setup ona sound financial basis, and checks on key personnel
tobe certain that they have the necessary experience and competence to perform
theirregulatoryrelated duties and discharge theiraccountabilities.

Inorderto gainthis assurance the regulator will first need to see evidence that the
organisationunderstands theregulations andtheirresponsibilities inrelation to these
and has put in place the necessary processes that are designed to meet the
regulations. Such evidence may berequired inaparticular form tosuitthe regulation
andtheregulator, Operators will produce a"Flight Operations Manual”,and many
maintenance organisations are wellusedtothe idea of producing a "Maintenance
Management Exposition” or MOE which will need to be constructed such that
specificandrelevantinformationis provided to theregulatortoenable the regulator
tounderstand the organisation (formal structure, reporting lines etc.) and tobe able
to clearly see what processes (mechanisms) have been put in place by the
organisation thatare designed to enable the organisation to conductoperations A
maintenanceactivitiesfully inaccordance withtheapplicableregulatory requirements.
Oftenthereisalsoarequiementfora "Quality Manual" that sets out the practices
thatthe organisation will employ tomanage quality related processes/ activities.

The process of reviewing this documentary evidenceis often termed a "Document
Review". Suchreviews should be confined tohighleveldocuments only, however
often there willbe aneed to include lower level documentsin thisreview inorder
to obtain the necessary confidence thatappropriate processes have indeed been
developed.

Once this document review has been undertaken and confidence has been
established the regulator will then need to visit the organisation to see that the
declared processes are indeed being operated and are effective in achieving the
desired objectives.

Thistwo stage process is the organisational approval assessment process.
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Nigel Bauer & Associates

Once formal approval has been granted the regulatorwill thenneed to implement
anongoing process of visits tio verify continued implementation ofthe declared
processes and regulatory compliance. It isnormal for such an ongoing process to
verify implementation of all necessary regulations in all relevarit areas of the
organisation over say atwo yeartime frame. This processmay be termed on-going
surveillanceorregulatory oversight.

Anoversightorsurveillance audit programme will need to be developed by the
regulator for each organisation to which approval hasbeen granted, and willneed
to be responsive to the results of oversight visits and the organisations general
performanceagainstregulatory objectives.

The regulatory organisation may need to be able to demonstrate effective
implementationofitsregulatory oversight processesto international organisations
suchasICAOinorderto demonstratecompliance withthe infernational obligations
ofthe state.

The Approval Team Leader.

Itisnormalpracticetoidentify an individual who will havethe full responsibility for
the planning and conduct ofthis approval process and for reporting the results to
the senior management function in the regulatory organisation responsible for
ultimately deciding on the grant of approval, further regulatory actions and/or
continued operation ofthe organisation. This individualis often termed the approval
Team Leader.
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ICAO Documents 9734 & 9735.

ICAO provide a Safety Oversight Manual (ICAO Doc 9734) which provides the
basic mechanisms fora Contracting State's overall safety oversightresponsibilities.
This manual identifies the "'8 critical elements of a safety oversight system"

The need for primary aviation legislation,

The need to support this with specific operating regulations,

An effective State civil aviation system and safety oversight functions,
Qualified & trained technical personnel,

Technical guidance, tools and the provision of safety-critical information,
Licensing, certification, authorisation and approval obligations,

An effective Surveillance process,

The resolution of safety concerns.

In the event that safety oversight reveals that there are significant weaknesses
which have safety implications then the State’s regulatory function should have the
necessary enforcement mechanisms available within the legal framework to ensure
compliance where a service provider continues not to satisfy the rules.

A Safety Oversight Audit Manual (ICAO Doc 9735) provides ICAQ USOAP
auditors and Contracting States with guidance and standard auditing procedures
for the conduct of safety oversight audits together with auditors check lists.

RegulatoryAppJ;oval & Oversight (01/01) Section 1/Page 9
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Auditing as an integral part of Safety Oversight.

Auditing is an essential element of an overall regulatory oversight programme. It is
the means by which the regulatory organisation obtains objectivé evidence of the
compliance of an organisation with regulatory requirements and which, together
with other evidence relating to safety performance provides the regulatory
organisation with the information to justify the decision to allow the organisation to
provide its services.

An “audit” is a systematic and independent examination conducted by, or
on behalf of, a regulatory organisation to determine that what is happening
in an organisation complies with the applicable regulations and whether they
are implemented cffectively and enable the achievement of the required
results.

In planning and implementing regulatory oversight a regulatory organisation will
needto plan for auditing activities to obtain sufficient information about organisations
under itsjurisdiction and will then need to provide the necessary competent techrical
and managerial resources to undertake these planned audits and react accordingly
to the results achieved.

Itis the responsibility of a State that is a signatory to the Chicago Convention to
ensure that its aviation regulatory function(s) have an adequate organisation and
technical competence and capability to undertake the necessary regulatory oversight
activities. This could be a problem for small States where there is a very limited
aviation industry from which to draw upon for the necessary technically competent
resources, an in such cases it may be necessary for the State to utilise staffon a
temporary secondment from industry basis (providing that true and effective
independence is not compromised) or to work with other States on a regional
cooperative basis to support the State's own limited resources with competent
staff from other States {or industry in other States).
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Within the aviation industry there is often confusion between the terms "Audit” and
"Inspection”. The simple answer as to the difference between these two terms is
as follows:

Regulatory staffundertaking oversight activities often refer to themselves as
"Inspectors” and therefore they consider that the work they perform is
"Inspection". In industries other than aviation such activities would be termed
"Audit".

Within an industrial, manufacturing or aircraft maintenance organisation the
act of "Inspection” is used to describe an activity undertaken to verify
conformity with a specification or standard and is a necessary part of the
control process for producing an item or product/ service. Whereas an
audit is performed only fairly infrequently to establish that processes are
being undertaken in accordance with process requirements communicated
in some form of procedure or instruction. Auditing is not a part of the normal
routine process control activities, and an organisation does not use auditing
as ameans of checking that a product / service conforms to requirements
except on arandom basis where a general level of assurance in product
conformity is required.

There is widespread acceptance that if undertaken correctly audits can provide
a very effective regulatory verification technique.

Regulatory organisations will need to develop a comprehensive safety regulatory
oversight audit programme. This programme will need be responsive to the safety
situations that the regulator isaware of in the regulated organisations, so forexample
there may be aspects or areas of safety concern due to a high number of incidents
that have occurred, or the general safety performance noted over a period of time.
The audit programme therefore needs to be both pro-active in relation to concerns
that the regulator has and also reactive to the situation that is observed / experienced.

Auditing should therefore be focused onto areas of concern or possible weakness
and not simply undertaken in accordance with a programme that takes no
consideration of the real world situation. Auditing should also be comprehensive in
that it should not leave out activities or organisations simply due to the lack of
resource or interest within the regulator. All organisations under the jurisdiction of
aregulatory organisation will need to be included in the oversight audit programme,
with more audits being undertaken in those where the regulator has concerns
rather than where there is a high degree of confidence. Regulatory organisations
will need to ensure that audit programmes are comprehensive and must decide
which arrangements, elements, services, products, physical locations and
organisational activities are to be audited within a specified timeframe and hence
will need to be included in the audit programme. There will also need to be a
suitable audit follow and close out mechanism for audit findings.
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Auditor Competence.

The competence of those conducting audits is important if an audit 'client’ is to
have confidence in the results. Auditor competence is based on a demonstration
of: a combination of personal attributes as well as the ability of the auditor to apply
their knowledge and skills resulting from their educational background, industry
and audit experience.

Auditor personal attributes include amongst others the ability to be ethical, open
minded, diplomatic, observant, perceptive, versatile, tenacious, decisive, self-reliant,
objective, professional, etc. etc.

All persons involved in regulatory oversight activities, including management
activities, should have the appropriated education, training, technical and/or
operational knowledge, experience and qualification relevant to the specific duties
they have to perform. Personnel involved in managing and undertaking oversight
auditing activities should have appropriate technical and/or operational experience
and specific training matching the experience and training of the organisations that
they areregulating (i.e. personnel with extensive operational experience within an
airline, aerodrome etc.)

A regulatory organisation will need to establish processes to ensure adequacy of
those involved in regulatory oversight activities by specifying the minimum level of
education for the job, the amount, type and diversity of required experience.
Appropriate job descriptions will need to be provided together with staff selection
criteria derived from those job descriptions. Appropriate training will need to be
provided.

Those who manage or conduct regulatory audits will need to have the necessary
competencies, acquired through suitable training and/or experience. These
competencies include:

'The knowledge and understanding of the requirements against which
regulatory audits are undertaken,

Current best practice audit/ assessment techniques,
Audit process management skills,

Audit team leadership skills

Section 1/ Page 12 Regulatory Approval & Oversight (01/01)

— T

e

\-J

-

2l




)

-

o]

o

-J

(]

o ¢33 ¢ 3

-

)

T

[

(M

Auditors should have some generic knowledge and skills to act as an auditor or
audit team leader together with knowledge and experience in the appropriate
management system discipline together with:

a)  anappropriate education for their intended field of auditing coupled with
appropriate knowledge and skills,
b)  workexperience relating to their intended field of auditing.

In particular audit team leaders should also have additional knowledge and skills
in team / audit leadership to facilitate efficient and effective conduct of an audit,
e.g.

audit planning,

commurication,

organising and directing,

reaching conclusions,

preventing and resolving conflict,

auditreporting.

Auditors and audit team leaders should be periodically evaluated for competence
againstappropriate criteria relevant to the auditing activities that they are required
to undertake.

AUDITORQUALITIES

< Confident
Diplomat
Personable
Inquisitive
Good Listener
Versatile
Constructive
Objective
Resilient
Analytical
Familiar with Quality System
Professional
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Auditor Characteristics

To gét along well with other s{aff
N (T o be__rgs_geg_te(l)

“Enquiring & logical minds

l, Prepared to undertake lengthy ;:_:ﬁes_;‘iga({g;i} -

To remain Objective and not Subjective or:

topinioiated"

Major Problems with Auditing

Auditors viewed as a "Police Foree”

Aud:tors believe tlmt they are' :1 eltte graup of
"Qualnj: Specmhsts" : :

Marnagenient and staff llidé:facts frqﬁz _l;‘ke' ﬁudi{ors
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Management of the Approval Audit Process.

Anauditwillnotalways lead to aformal request for corrective action. Auditing is
the client choosesto dowiththe informationisthe client'sbusiness. Many auditors
feelthatitistheirrightto demand corrective action, forgetting thatthey are there only
to serve the needs ofthe 'client' and the client will decide what is to happen next.

Hencethere are two separate sub processes in relation to any auditing activity:
The audit itself - gathering information for the auditor's 'client'

Thecorrectiveaction process-whichisdriven by the clientand maynoteven
involvethe auditor.

(See ISO 19011)

Inrelation toregulatory approval and oversight, itis important to recognise that it
istheregulatory organisation thatis granting approval on behalfof the State andnot
the regulatory organisation's inspectors. Hence thereis aneed for adesignated
management function withinthe regulatory organisational structure that will actas
afocal point for thisapproval, and continued approval decisionmaking process
(within EU states this decision making process is undertaken inrelation to certain
approvalsby EASA and notindividual States). Thisfunctioniseffectively the'client'
or 'customer’ of the regulatory oversight process. Auditors/ inspectors have a
responsibility to provide this function with the necessary information together with
recommendationsto facilitate decision making inrespect of the award of approval
or continued approval (insome cases itmay alsorelate to certification decisions,
i.e. ATM service provider certificationunder SES legislation, or Certificationof
Aerodromes). The final decision must be made by a person in the regulatory
organisation who will useall available information concerning the compliance,
financial status etc. of an organisation to arrive at a conclusion as to whether
approval is granted or ifany furtheractions are necessary before itmay be granted.

This is a very necessary function to ensure that there is an ultimate accountability
within the regulatory organisation for decisions on approval/ certification, or if
action is to be taken by the regulator to revoke an approval or impose conditions
if the organisation fails to comply at some future date and takes the necessary
action to restore full compliance.

Auditors / inspectors must provide this focal point with an audit report, which will
be used to help reach a decision on approval / certification.
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Auditor independence and impartiality is necessary in any audit process, and for
safety regulatory oversight audits it is necessary to ensure that the audit process is
as independent and impartial as possible. By having such a focal point responsible
for approval / certification decisions it helps to guard against the possibility of
pressure being brought to bear on auditors / inspectors to award approval /
certification. This can sometimes happen, and for a team leader it is often reassuring
to be able to say at an audit Exit meeting that it is only in his / her power to provide
the audit facts to the regulatory organisation and it is the regulatory organisation
that takes the final decision based on all information concerning the organisation.

This is particularly important where an external agency (or recognised organisation
under SES) is used to undertake the audit activities).
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Forthe conduct of audits that form part of an "Approval” or "Certification" process
there are two defined stages that need to be undertaken.

Stagel:  Areviewofthedocumentary evidence providedbythe
organisation to demonstrate that it has adequately
addressed theappropriate requirementsin itsdocumented
system. This is sometimes referred toasa "Desk Top
Audit", however it is not an andit atall but a full and
formal review againstafull set of requirementsthatthe
organisation is required to meet. During the stage 1
review the regulatory organisation is looking for clear
signsthat:

a)  theorganisationunderstandstheregulationsthatit
issettingout to meet,

b)  the organisation has developed processes that
look as though they have been designed to meet the
regulations.

Stage2:  An on-site audit to establish that the organisation is
implementing its documented system. Thisisatrueaudit
that involves sampling of activities, documents and
records.

The Stage 2 verification will need to involve one or a series of on-site audit visits to
the relevant site(s} of the organisation, dependent upon the size of the organisation
and the state of maturity of its systems. When the audit has been satisfactorily
completed, the audit team leader will need to provide a report to the management
function inthe regulatory organisation with the responsibility and authority for making
decisions onapproval/ certification.

Following Stage 2 theregulatory organisation willmakea decision concerning the
award of Approval (or Certification), however this may also depend upon the
effectiveresponseto any nonconformitiesthatwere found during the Stage 2 audit.
Fromthenon "Ongoing Oversight" willneed to beundertaken by the regulatorin
aplanned and systematic way to verify continued compliance.

Note: As a prevequisite to any form of Approval or Certification assessment
of an organisation it is commonly accepted that it is necessary for the
regulatory management system to have been in operation for at least six
months in order for there to be sufficient evidence of the effective operation
of the system before any formal auditing is undertaken.
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Audit process management.

Audits should not be undertaken merely to keep auditors employed! Auditsshould
be undertaken when there is a need for information in order to facilitate decision
making. However, in many cases, particulatly for internal audits, it is the auditors
themselves who decide what should be audited and how frequently. This is clearly
an inadequate approach, however if management take little or no interest in auditing
then it is inevitable that those who appreciate the need, or are enthusiastic about
the task will drive the process in the way that they feel best serves the need of the
organisation, The end result is an audit system that provides information about
aspects of organisational performance that are of little or no concern by senior
management, whilst important aspects are left uninvestigated.

Management should be in full control of the audit process, participating fully in
planning audit programmes, receiving and analysing audit results, and determining
the need for, and timescales of|, corrective actions. It should not be the task ofthe
auditors to decide what is important to be corrected and how quickly it should be
actioned. Unfortunately, in many organisations the auditors assume that they have
the responsibility and authority to require (demand) that corrective actions are
undertaken inresponse to audit findings. In these situations auditors are beginning
to drive organisations rather than management. If management do not participate
in the audit process it will do very little to serve their needs.

We need to fully understand why auditing is necessary, and to set up a
mechanism whereby it can be steered by management to serve their needs. A
suitable model is as follows:-

Audit Management

CORRECTIVE ACTION
AGREEMENT
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All auditors have a "client", that is an individual or an organisational function that
requires information.

Auditors, and the audit process need to be managed on behalf of the client by a-
function termed "Audit Management".

It is the responsibility of Audit Management to liaise with the client and determine
what are the audit needs of'the client (what information is required by the client).
Itisthen possible to programme audits to provide this information and arrange for
suitable audit resources.

It must be recognised that for certain information auditors with very specialist
knowledge and experience may be required.

Once the audits have been undertaken and the information provided to the client,
it is then the responsibility of the client to decide if corrective action is necessary
and by when. They will either need to liaise directly with the audited organisations
or request the auditors to undertake this task on their behalf. By this means
management may remain fully in control of the audit mechanism, the auditors
providing information as required.

For a regulatory authority the "inspectors' are undertaking audits on behalf of the
function in the authority that makes decisions on approval and the continued
operation of an organisation. However, in many cases the regulatory organisation
may delegate certain 'powers' to the auditors / inspectors. It is common for the
auditors to be given the responsibility and authority to plan audit oversight
programmes for the organisations that have been allocated to them, and they will
be the ones who determine from the audit results if corrective action is required
and an appropriate timeframe. However this delegation of responsibility & authority
should be as a result of formal decision making on the part of regulatory management
and not simply an 'understood' or 'default’ situation asa result of lack of managerial
control over the regulatory audit process.
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Auditoversight programmes.

A focal point in the organisation should be identified to manage the entire
auditacitvity. Thisindividualshould beknowledgeable aboutauditing and capable
ofmanaging anactivity thatmay involve staffatall levels in the organisation.

The prime responsibility of such a focal point is to manage the audit oversight
programume on behalf of seniormanagementand to ensure thatadequate competent
resources are used.

A pool ofauditstaff'should be trained and made available to AuditManagement
for the purpose of undertaking the oversight audit programme. How many is
dependentuponthesize ofthe organisation and how often we wish eachmember
oftheaudit pooltobeinvolved in auditactivity.

Audit Managementshould develop, in conjunction with Senior Management, a
suitable audit oversight programme (usually on an annual basis). As soonas
possibletheindividual auditorsshould be identified foreach auditactivity. Theaudit
poolshould include those withappropriate specialistknowledge to ensure all areas
oforganisations are subject to effective oversightauditactivity.

THE LEVEL OF AUDIT ACTIVITY SHOULD BE
DETERMINED BY THE NATURE AND STATUS OF
IMPORTANCE OF COMPANY OPERATIONS AND BY
CONFIDENCEIN SYSTEMS IMPLEMENTATION.

Thisdoes nothowever preclude the additional activity of carrying outunscheduled
orspecial audits, whichmay become necessary due to the occurrence of significant
problems in an organisation, regulatory concerns due to high incident rates,
complaintsreceived fromthe general publicetc.

In such instances the oversight audit schedule should be amended to show the
inclusion of additional audits and appropriate notice of intent provided to the
organisation(s) concerned (although in some instances unscheduled audits may be
undertaken withoutnotice). Consideration should also be given to the selection of
auditors who may require more specialist knowledge for such auditsasitis not
alwaysthecasethatanindividual inspector will possessall of the necessary technical
knowledge tobe competentinundertakingaudits in all areas of some organisations.
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Allocation of audit tasks.

Auditors should be nominated for each individual audit who then have aprime
responsibility to ensure successful completion ofthe audit task, which includes
planning, communication with the organisation, conductofthe audit, and follow-
upasrequired.

AuditManagementshouldensurethatrelative responsibility foraudit ‘close out’ are
fully understood, particularly whenthis does not involve the auditor whoundertook
theoriginal audit.

Theauditorisresponsible for planning the audit visit, providing the organisation to
be audited with appropriate advance notice and a suitable audit visit schedule,
indicating key staff that need to be available. It is sometimes necessary for the
auditor todiscuss arrangements with the organisation beforethey canbe finalised.

Formal communicationis used to ensure no misunderstandings.

Selection of auditors.

Itis importantto select appropriate auditors for the audit to be undertaken. The
team leader and Audit Management may jointly select the team required fora
particularaudit ifthis has not previously beenundertaken by Andit Management.

The ability of team leaders and membersto interface effectively with the auditees
should also be considered.
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The Corrective Action process

Theaudithas been completed once theauditors have conveyed the findingsto the
appropriateregulatory management function (verbally and in writing).

Itisrecommended that the auditlife cycle is split into two separate processes. The
audititselfand the corrective action phase.

IT IS A PRIME RESPONSIBILITY OF THE
AUDITOR(S) TO COMPLETE THE AUDIT PROCESS
ANDPROVIDE MANAGEMENT WITHDETAILS OF
THEFINDINGS

TheRegulatory management functionresponsible for continued approval decisions
is fully responsible for the determination and implementation of appropriate
corrective action inatimely mannertoensure that system weaknessesarerectified
assoonas practicable.

However, the regulators audit management function should be satisfied that
correctiveaction proposed will deal with the root cause of the problem and when
implemented isfully effective ineliminating the noncompliance found.

Itisimportant to recognise that the audited organisations management are fuily
responsible fordetermining suitable corrective actionsand appropriate timescales,
howeverthe regulatory organisation may need to define timescales based on safety
regulatory concerns.

Should effective corrective actionnot be taken, orno indication given as to when
itwillbefully considered, then audit management mustrefer the matterto higher
authorities onceall othermeansofeliciting a suitableresponse have been exhausted.
Thismay be when aregulator considers the need forenforcement action.
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Once corrective action has been implemented then audit management should
arrange for formal verification that it is effective in overcoming the original
noncompliance. This may, ormay not, involve the original audit team.

Audit Management need to be satisfied that the corrective action is taken and
effective, this should be formally recorded (preferably on the original auditreport
form)andthe audit ‘closed out’. This check onthe effectiveness ofthe corrective
actionisaimed atestablishing that the rootcause ofthe problem hasbeenaddressed
and thattheproblem (‘'symptoms') found on the initial auditisnolongerevident. This
will require appropriate audit samples to check forthe problem previously noted
inappropriate arcas of the organisation.

Itmay be useful to check the ongoing effectiveness of any correctiveactions again
atsubsequentoversightaudits.

ROOT CAUSE
DETERMINATION

AUDITING
ORGANISATION

 UIMPLEMENT® © |

FOLLOW UF AUDIT

eraon e
i mninsommnd ONGOING SURVEILLANCE
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Audit Records.

It is important for a regulatory organisation to keep good records of its regulatory
oversight activities in order to be in a position to demonstrate the effectiveness of
its oversight process. Such demonstration may need to be to international agencies
such as ICAO, or in response to legal proceedings where a regulator will need to
convince the legal process that the regulator has acted responsibly in relation to
the implementation of oversight and response to findings.

Records will relate to oversight audit programmes, audit results, audit reports and
the justification / reasons (rationale) for regulatory decisions.

tb.kégﬁ good rgcafd.sj_ rb'deﬁrarrstrj;ife _
ey aré it control of their oversighi process

Records
will demonstrate
Audit programmes effective oversight
Audit results |
Audit reporis
Decisions

Records may need
fo be made available
To other CAAs
ICAQ etc

Approvals issued elc,

A regulators audit/ oversight records may be examined by external auditors such
as ICAO USOAP (Universal Safety Oversight Audit Programme) audit teams.
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The following should be considered for inclusion as part of the formal records of
auditsundertaken inan organisation:

AUDITRECORDS

AUDITIDENTIFICATION
AUDITORDETAILS
PLANNINGDATA
CHECKLISTS
AUDITORNOTES
NONCOMPLIANCES
AUDITREPORT
CORRECTIVE ACTIONPROPOSALS
CORRECTIVE ACTION VERIFICATION

Remember, recordsareevidence ofeffective operation of the management system.
Weneed to demonstrate thataudits are effectively planned, undertaken and closed
out. Auditmanagement should determine whatis to beretained as auditrecords.

Inparticularthe regulator will need to demonstrate that its inspectors have taken
appropriateauditsamplesand haveapplied asystematic approachtothe undertaking
of oversight visits. Auditrecords should indicate what hasbeenexamined during
the auditand what wasrevealed.

Regulatory Approval & Oversight (01/01) Section 1 / Page 25



Nigel Bauer & Associates

Standardisation of Auditing.

Itisnecessary forregulatory organisationstoensure that anditing isundertaken by
theirinspectors inacommon and consistent way across inrelationtoall regulatory
oversightactivities. Thisisnecessary to ensure not only that the regulatorobtains
audit information in a consistent way and to the same level of detail from all
inspectors, butitis very importanttoensurethatallregulated organisationsare being
treated fairly and consistently irrespective of their geographical location and the
particularinspector visiting them. It is simply notacceptable for industry toseea
change of inspector and a subsequent different level of auditing. There are
commercial considerations Inked totheactivitiesofregulators, and an overzealous
regulator can impose an unecessary financial burden onanorganisationby making
excessivedemandsforcorrectiveactionswhicharenotresulting fromnoncompliance
with regulations, but more associated with the particular regulator's personal
agenda for how an organisation should be working. It must be recognised that
regulated organisations only haveto satisfy the regulations, they donothave to
satisfy the requirements of individual auditors/inspectors.

Itisnecessary therefore foraregulatory organisation (particularly ifitis large and
operatesfrom geographically separated offices), toensure thatall of it's inspectors
undertake audits in a common and consistent way. Clearly training will be an
essential part of thisprocess ofharmonisationand standardisation, however training
alone willnotbe sufficient.

It will be necessary to provide good guidance and supporting procedures for the
regulatory auditing activities, it will also be necessary tosee that the procedures and
guidanceare used. Aninternal auditing process should be putin place that will act
to verify the use of necessary procedures and the adoption of good practices
promoted by guidance material. The auditing process should not only verify that
procedures are being used across the regulatory organisation inaccordance with
the procedures, butauditing should also verify the correctapplication of auditing
techniquesduring the process of regulatory audititself. Therefore there should be
auditing of the auditors whilstthey actually conduct theirregulatory audits. Thisis
likely to identify where further training and/or guidance or procedural detail might
be necessary.

Additionally, harmonisation and standardisation ofauditing can be facilitated by
allowingdifferentauditors to work witheachother, by encoraging self development
/improvement programmes, and by regulatory organisationsto share each others
auditors on regional cooperations (this routinely happens in the scandinavian
countriesforexample where anoversight visitto an organisation in Norway might
involveauditors from Denmark, Finland, Greenland, Iceland, or Sweden - thishas
beennoted to be of real value to the regulatory organisations in these countries.
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Applications of Auditing within Regulated Organisations.

Auditing is a very powerful tool that may be used by organisations to verify the
application and effectiveness of their own management systems or the systems
used by their suppliers and contractors. Regulatory Authorities need to understand
where and how organisations might be using auditing techniques in support of
regulatory compliance and will therefore need to establish that the process is working
effectively.

Internal Auditing

Auditing undertaken by an organisation on itselfis a very powerful and important
feedback mechanism which provides both confidence to management and
employees that all is going according to plan and also identifies opportunities for
improvement. Internal auditing is a 'self monitoring' process. Such audits may be
delegated to an external contractor, and may include:

Auditing of Quality or Safety Management Systems to verify
implementation and effectiveness (in relation to Flight
Operations, Flight Crew Licensing, Maintenance, Aerodrome
operations, ATC, etc).

Auditing of general management systems to verify implementation
and effectiveness.

Auditing of projects or programmes of work to verify conformily
with Terms of reference, contracts, Quality Plans, etc.

Auditing of industrial processes to verify conformity with process
specifications.

Auditing of key business processes and procedures fo verify
conformity with and adequacy of process descriptions and

procedures.

Auditing of key documents, or process outputs fo verify adequacy
of processes used.

Auditing of products to establish confidence in production methods
and quality control fechnigues employed.

Auditing of products to verify conformance to product standards.

Auditing of service provision to verify conformance to service
standards.
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Auditing of Suppliers and Contractors.

Auditing undertaken by an organisation upon its suppliers or contractors forms an
important and integral part of a supplier managementand development programme.
Such audits can involve:

Audits of potential suppliers and contractors to establish confidence in their
ability to meet the requirements of the purchasing organisation (can involve
system, process and product audits as required), and to assist in the process
of supplier selection and determination of supplier control mechanisms. (This
type of audit is often termed "Supplier Evaluation™).

Ongoing supplier performance monitoring - when the performance of the
supplier is monitored against defined and agreed requirements such asa
formal Service Level Agreement (SLA) detailing the exact performance
standards to be met by the supplier. Thismay be undertaken continuously or
fromtimetotimeas partofan auditing activity.

‘Whensupplier deficiencies become evidentand it is considered necessaryto
undertakeanaudittoassistinthe identification of weaknessesin the supplier
organisation'smanagementsystem.

Auditing of suppliers and contractors in order to identify opportunities for
improvement in the supplier or contractor organisation management system
- may be used as an integral part of a "Supplier Development” programme
where an organisation wishes to develop the competence of a supplier and
so better support the organisation.

Such audits may be delegated to a contracted auditing organisation.

Most airlines will use a wide range of suppliers and contractors to provide products
and services in support of operations. It will be necessary to ensure that these
organisations are both competent to perform the work and also that there is some
form of ongoing monitoring of the work that they undertake in order o ensure that
standards are maintained. This is recognised in EU OPS, and in the previous
AMC to JAR OPS (Subpart B, AMC OPS 1.035) there was specific mention of
the need for an operator to understand that the “ultimate responsibility for the
product or service provided by the sub-contractor always remains with the
operator” (where the term ‘sub-contractor’ is understood to mean any
organisation performing a major support function and for which the operator
will have possibly put in place some formal arrangements such as a contract
- normally termed ‘contractors’).

Section 1/ Page 28 Regulatory Approval & Oversight (01/01)

.

O

L)

J

L.




L

L

-]

.

-]

Auditing can have a very important part to play in our dealings with suppliers,
contractors and sub-contractors and should be used by an organisationinavery
pro-activemanner to ensurethat the performance of suppliers and subcontractors
isalwaysfully adequateto support operations and minimisesthe possibility of poor
performance presenting any safety risk. Many major organisations use auditing to
assistthem inthe selection and ongoing control of their suppliersin ordertoensure
that their own standards are maintained in a fully cost effective manner. Such
auditing provides an important element of an overall comprehensive supplier
managementand development programme where organisations have recognised
that poor supplier performance couldintum lead to increased costs and customer
complaints.

Inavery safety consciousindustry the careful selectionand ongoing monitoring of
suppliersis anessentialingredient of the safety management programme. Supplier
poorperformance could in turn lead to safety related incidents, and itis no defence
foranoperatortosimply claimthatanincident wasduetoasupplier deficiency. Well
managed organisationsensure thatthey use wellmanaged suppliers, and any known
weaknessesin the supply chainneedtoberectified or mitigated through increased
supervision or inspection of productsand services.

Theusualapproachto suppliermanagementisinitially to selecta supplier froma
group of potential suppliers for the product or service inwhich we are interested,
place our order and monitor the suppliers performance. Howeverthisisa very
simplesummation of whatoften turns out tobe a very complex and often difficult
process. Depending upon the nature and importance of the product or service that
we wishto purchase soourapproach needsto bemodified accordingly. (Supplier
Management is the generic term given to the buying in of products and
services. Supplier is the generic term given to suppliers and contractors)
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Initial selection of a supplier:

The following process is mostly used where there isa need to select a supplier of
major servicesor where the quantity of supplied productresultsinvery significant
expenditure. Typically this process would be used for ground handling services,
maintenanceprovision, wetleasingarrangements, cateringsupplies, training services,
cabin refurbishment, procurement of in-flight entertainment systems, aircraft
modificationsete. '

The operator would short list possible supplier organisations, invite bids and obtain
formalprice quotations.

Technical evaluations would be performed by appropriate technical staff (or
acontracted agency).

A financial status report would be obtained foreach potential supplier.

Management systems evaluations would be performed by appropriate
specialists.

One ofthe potential suppliers would then be selected following the comparisonand
evaluation ofthe above data inputsto arrive ata final decision on the price versus
associatedrisks. The pointofthe exercise being to obtain the best value purchase
wherethe contractprice is fully considered inrelation tothe identified risks working
on the principle that price alone should not be the overiding factor forreaching a
purchasing decision (ithas been noted thatmanagers making purchasing decisions
seem to want to obtain purchased products and services for the lowest price and
yet when they choose their company cars they always seem to want to pay the
highestprice !!).

Effectively this process is a form of risk assessment activity, following which
contracts and future monitoring/controlling actionsmay be determined tomitigate
identified risksattached to using the chosen supplier.

There willalwaysbe trade offs, and inevitably there will berisks attached tousing
any supplier, however risks that are known may then be minimised through
appropriate action, whereas risks that are not indentified can eventually cause
severe problems whichatthe leastwill be aninconvenience and resultin additional
cost, atthe worstwillresultinan incident thatcould severely impactonthe viability
and survival of the operator.
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Following the formal evaluationa contract and associated service level agreements
may be putin place, which will incorporate any measures seen as necessary to
overcorme identified weaknesses, recognising that in some cases it may notbe
possibleto obtainany supplier commitmentto improve on current work processes
duetothefactthatthey arethe only choice (monopoly service provider atanairport)
and can therefore get away with low standards of service. Howeverinthis case the
operatormay needto implementadditional measuresto safeguard againstidentified
risks. Forexample, if it is noted that there is poor supervision of ground handling
stafforpoor security practices, then the operatorwillneedto considerimplementing
additional supervision by itsownstafforimplementing additional securtty measures,
allofwhich costsmoney !

Returning to the purpose of the formal evaluation, it may be seen that there will
alwaysbeatrade off:

When using a supplier who presents arisk but who provides a low price
quotation itmay be the case thatthe costof additional measures necessary
to guard againstnoted shortcomings will resultinthe totalcostbeing inexcess
ofthe price quotation of asupplier who presented lower risk in the first place.

Thereisapresumption thatan "approved" organisationrust be acceptable foruse
asasupplier. Unfortunately the regulatoris only looking forregulatory compliance
and anapproval isissued on the basis of this. Theregulator isnotconcerned about
the overall efficiency ofthe organisation, nor does the regulator look at the more
businessrelated approachesto work process management. Thereforeitis perfectly
possibleforanorganisationtohold approval and yettheir general approachtodoing
workissopoorthatthey are barely able to remain a viable business. This situation
couldcertainly prevail inrelation toairportsandairport service providers where the
airportremains effectively a quasi government run organisation with poor staff
attitudesand generally very inefficient working practices.
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Ongoing Supplier Audit

Thisisanactivity thatmay beundertakenaftera contract, ororder, has beenplaced
withasuppliereither asthe normal process of vendorperformance monitoring or
inresponse to a specific problem detected by the operator. Such auditingmay be
of the Systems, Product or Process type, and in some instances may involve a
complete re-evaluation as per the original evaluation or supplier assessment
process.

Thelevel ofauditing to beundertaken will be directly influenced by the results of the
initial evaluation. Ifthere are considered to be risks attached to using the supplier,
thenthe level ofauditingmay be increased. The purpose of this auditing activity is
to be satisfied with the continued ability of the supplier organisation to wok in
satisfaction ofthe contractand associated service [evel agreements.

Eachauditundertaken will need to focus on specific requirements considered to be
importantto the operator.

Such auditing isnow common place in relation to ground operations, and many

operatorsroutinely audit airport operations, where the audit is conducted on their .

ownairport functionsas well as the activities undertaken by handling agentsetc.
Thisof course has led to some airports being continuously audited by aconstant
stream of operators, all of which may have their own unique requirements.
Unfortunately itis often the case that these requirements are notcascaded down to
working level, withthe consequence that whateveraircraft isbeing handled the staff
actually performing the work will always do the job in the same way. Thisis a
particularproblem where there are language difficulties and the operator's auditors
are unable to communicate with the staffor read and understand the translation of
theirorganisation's requirements into local instructions. Inthese cases it will be
necessary for theauditors to use local translators.
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The Approval Audit Process

An overview of the process

Pre-Audit Visits

Document Review

Initial Preparation for on-site audit activities
Development of an Audit Visit Schedule
Communication

Detailed Audit Planning

The On-site Audit

Formal Reporis

The Corrective Action Process

Follow-up and close out of corrective actions
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An Overview of the Process.

AnInitial Oversight ofan organisation, conducted as partof an overall Approval
or Certificationactivity involvestwo separate stages:

Stagel: A review of the documentary evidence provided by the
organisation to demonstrate that it has adequately addressed
theappropriate requirementsin its documented system. This
issometimesreferredtoasa '"Desk Top Audit", howeverit
isnotanauditatall buta fulland formal review againsta full set
ofrequirements thatthe organisation isrequired to meet.

Stage2:  Anon-site audit to establish that the organisation is indeed
implementingit'sdocumented system. Thisisatrueauditthat
involves sampling ofactivities undertaken or recordsrelating
thereto.

Theneed forundertaking this process will be inresponse to an organisationsrequest
forapprovaland theregulatory organisation willneed to identify a person within its
organisationwho willhave theresponsibility formanaging the process on behalfof
theregulator. This person will need to plan for the conduct of the two stages and
arrange for the necessary resource to undertake the documentreview, conductthe
auditand providea formal reportto the regulatory functionresponsible for granting
the Approval/Certification. This personislikely to be identified asthe Team Leader
forthe process, evenifthere is only ateam ofone !.

Approval Process

TWO STAGES

'STAGE1 ' 'ASSE

S8 DOCUMENTE]

STAGE2 ~ASSESS SYSTEM IMPLEME
: " (VERIFY PRACTICE WITF
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Althoughthere may be variations in the way that individual organisation carry out
auditsthere are some generally accepted protocols and elements of good practice
thathaveevolved and are now accepted as "best practice” and incorporated into
ISO 19011. Inthe following pages what has generally come toberegarded asthe
standard approachto carrying outan Approval/ Initial Oversight will be detailed
and is believed to be a desirable approach to encourage.

The general processinvolves the followingactivities:

DOCUMENTREVIEW

PREPARATIONFORAUDIT
Initial Preparation
Development of Audit Visit Schedule
Communication

DETAILED AUDITPLANNING

THE ON SITE AUDIT
Opening Meeting
Audit
Evaluate Results
Closing Meeting

FORMALREPORT

Each ofthese will be examined in turn.

Note: In advance of an audit it may be necessary to undertake a "Pre-Audit
Visit" in order to clarify the process with the organisation to be audited and/
or as a means of enabling the audit team leader to obtain the necessary
understanding of the organisation to facilitate the audit visit planning.
However this should not be used as a means of undertaking auditing.

There isalso the possibility that following the audit the regulatory organisation
may require action to be taken by the audited organisation in response fo
audit findings. This may in turn lead to a formal audit follow up and
verification of the effectiveness of corrective action taken by the regulatory
organisation which may or may not involve the auditors who performed the
initial approval audit.

Regulatory Approval & Qversight (02/01) Section 2 / Page 3



Responsibilities in relation to the Audit process

Whetheranauditisto be undertaken by ateam of several auditors, a Team Leader
should be nominated toact inan overall managerial capacity toensure that required
objectives are metand the auditis undertaken inaprofessional and fully acceptable
manner. Thenecessity forateam ofauditorsfo undertake the on-site audit will vary
dependinguponthe magnitudeand complexity ofthe task, insome casestechnical
experts may also need to be included to work with and assist the auditors, or
auditors with certain specialistknowledge.

Generally all auditors are responsible for:

Conformance withaudit objectivesand scope

Planning forindividual auditassignments
Carryingoutindividual assignments efficiently & effectively
Documentingand communicating findings
Respectingeonfidentiality

Remainingobjective

Cooperating with and supporting the Team Leader

The Team Leader has someadditional responsibilitiesin relation tothe entire audit
process. In particular acting as the prime interface between the organisation
requesting theaudit(client) and theauditteam, and also between the auditteamand
the organisation to be audited. The Team Leader will be expected to chairkey
meetings such asthe Opening and Closing meetings, and will possibly be the only
memberoftheteam involved inany pre-audit visits.

Responsibilities of the Team Leader

Pre-audit visit
Document Review
Audit team selection
Planning the on-site audit
Interface with ‘client’
Interface with organisation being andited
Final report

Section 2 / Page 4 Regulatory Approval & Oversight (02/01)
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Initial contact.

For Regulatory audits the initial contact could be either af the request of the
organisation orthe Regulatory Authority.

Foranyauditthatisto involvea formal on-site auditinitial contact will be used to:
establishcommunication channels,
confirm authority to conductaudit,
provide information on proposed timing and auditteam composition
requestaccesstorelevantdocuments,
determineapplicable safety rules,
make general arrangements for theaudit,
agree onthe attendance of observers and the need for audit guides.

[tisnormal practice forthe Audit Team Leader, or personresponsible for the audit
function withinthe auditing organisation to undertake this initial contact and to
ensureadequate communication of the purpose ofthe audit.

Approval Audit Process

Regulatory Approval & Oversight (02/01) Section 2 / Page 5



Pre-Audit Visits.

The purpose of a pre-audit visit is to ensure that both parties understand the
objectivesand scope of the audit, to ensure that the organisation to be audited has
aclearunderstanding of whatthe auditis all about and whatit will involve, and to
enabletheauditingorganisation to gather preliminary information aboutthe target
company and tocommunicate clearly itsreasons for wanting to carry outan audit
and how the audit will be undertaken.

Itisusual torequestsome dataatthe pre-audit meeting such as:

Nature of business

Product/services

Company details (employees, turnoveretc.)

General organisation

Outline of Management System (inthe form ofa Manual /Exposition).

Itisessential to obtainsufficient information to be able to advise the company ifan
assessable Situation exists and to enable “Document Review” to be undertaken.

At, or shortly after the pre-audit visit agreement should be reached asto how the
Regulationsare applicable to the company/soperations, and in particularthe Scope
ofthe audit. Scoperelates to the geographical areas ofthe organisation, or specific
company operations/productactivities that are to be the subject of auditactivity.

Itisnormal practice fora pre-auditmeeting to be arranged and undertaken by the
Team Leader (or personresponsible for managing auditactivity) The meeting
shouldlastonly two hours maximum, and may alsoinvolve a briefwalk around the
organisation. Information obtained ata pre-audit visitwill assist in the preparation
and planning of the on-site audit.

Section 2 / Page 6 Regulatory Approval & Oversight (02/01)
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Document Review.

The purpose of a document review is to clearly establish if the organisation's
documented system adequately addresses the necessary Regulations and
communicatesthe company’spolicies, organisationand responsibilities inrelation
tothem. Alsotoestablishifsufficient controls (procedures) existinrelation to all
activities undertaken by the company. This also forms part of the process of
determiningifan auditable situation exists and ifitis appropriate to go ahead with
anaudit. Itisasthis stage thatthe Team Leader will decide whetherto continue with
the audit process or indicate to the company that there remains some further work
to be done.

Adocumentreview isusually undertaken onthe organisation's Manuals/Expositions
(orequivalent) together with listings of company procedures. Itisnotnormally
necessarytorequestother documents, howeversometimes itmay be necessary to
look atone ortwo procedures to ascertain ifthey generally ook acceptable forthe
purpose of communication and control. However it is not the task of the auditors
tocriticise the general format and layout of such documents, nor to require vast
amounts of detail explaining exactly howtasks are undertaken, remembering that
the detail required in procedures is dependentupon the training and expertise of
those for whom they have been written.

Theresults ofadocument review should becommunicated backtothe organisation
assoonas possible, comments should be restricted to main concerns only AND
NOT TRIVIA suchas layout, format, spelling etc.

It is usual for Manuals / Expositions to closely follow the main headings of the
appropriate Regulations, however there isnomandatory requirementto do soand
authors are free to choose any style or formatthey wish. Theassessorshouldnot
demand thataManual/Expositionbewrittenin any specific way and should always
rememberthat the Manual/ Exposition existsto enable the compary to implement
itsown Management System. Subjectsadditional to Regulationsheadingsmay be
present, and there isnothing wrong inthat(itis to be encouraged!). Inthe caseof
the need to meetregulatory requirements it may be necessary forthe Manual to
comply withdefined criteriaand inthis case the documentreviewwillbe carried out
againstthosecriteria.

Regulatory Approval & Oversight (02/01) Section 2 / Page 7



Modem approaches encourage a more common sense approach with the necessity
for procedures and the associated level of detail being balanced against the need
for control and the skills and abilities of those who need to use the procedures.
Clearly, for highly competent and motivated individuals procedural detail may be
largely irrelevant and unnecessary, particularly when engaged in fairly standard
and repetitive tasks. However, for individuals who are not so skilled and
experienced, or where there is high staffturnover then a greater level of procedural
detail in an organisation may be very necessary. It is not for auditors to determine
the level of procedural detail necessary in an organisation, but to clearly establish
if this has been given due consideration and acted upon accordingly.

Auditors will need to look for clear signs that the level of procedural detail is
sufficient to ensure satisfactory outputs from work activities. It is particularly
important to recognise this changed emphasis on documentation in the early stages
of audit planning, and in particular when undertaking a “Document Review” of an
organisations quality management system. The auditor will need to clearly establish
that the organisation has carefully thought about the high level documentation that
isrequired in the form of Policy, Objectives, Manual / Exposition, Plans etc. together
with the procedures necessary to exercise appropriate control over those processes
considered to be fundamental to the organisation’s operations. In most organisations
there will be a collection of main or “key” business processes which will require
formal control together with 2 number of support processes and general disciplines
relating to many of the activities undertaken throughout the organisation.

During such documentation reviews the auditor will need to develop a good
understanding of the nature of the organisation’s activities and will clearly need to
understand which are the main processes that should be the focus of audit attention.
It will be necessary to establish how various processes relate to each other (this
should be facilitated by the descriptions provided in the Manual / Exposition. It is
necessary for organisations and auditors to understand much more about how an
organisation actually functions and how various operations and activities combine
to provide the full range of outputs.

All organisations are fairly complex, and there are a broad range of activities that
are undertaken, all of which need to work in combination and harmony for the
organisation to function effectively and efficiently.

The Audit Team Leader will often undertake the document review and may be
assisted by other Audit Team Membersifthey are knownand availableatthe time,
and occasionally by atechnical expert (in the case of Software etc.).

Section 2 / Page 8 Regulatory Approval & Oversight (02/01)
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Initial preparation for on-site Audit activities.

Itwillbe necessary forthe team leader todevelop an understanding of the company
to beaudited, its products, processes and organisation, to finalise the Scope of the
audit, decide on the composition of the auditteam and the outline on-site audit visit
scheduleand to begin the preliminary activity of developing a plan ofaction for
undertakingthe on-site audit.

Itisimportant thatbefore this preparation isundertaken the full objectives ofthe
auditare fully understood by the team leader, and if there is any doubt then further
discussion should take place with the organisation to be audited, or the client
organisationrequiring the audit. Thescopeoftheon-siteaudit willnowbe finalised
by the team leader, if necessary consulting withthe client (personrequesting the
audit)ortheorganisationto be audited asappropriate. (The term ""Scope" isused
to mean those aspects of the company operations that are to be subject to audit,
i.e. specific processes, departments or functional areas). The scopeis determined
by relating the company operations to the audit objectives. Thusiftheauditisfor
aninitial approval then the scope ofthe on-site audit will include all areas ofthe
organisation thatare involved with the provision ofthe organisation's product/
service having an impact of safety of operations. Ifit is some form of on-going
oversight then the audit scope may be restricted to some areas only.

Scope of Audit

Those parts of the organisation that
are the focus of the audit
and will be subject to audit activity

‘De'termined' by the objectwes :
. and “client” needs. ..

Regulatory Approval & Oversight (02/01) Section 2 / Page 9



Itis atthis stage that the team leader, or lead auditor, will decide on who from the
available pool of auditors would be best to include in the team, either due to
knowledge and experience with this particular industry or because a specific
technology undertaken by the Company requires theauditteam to be accompanied
byanappropriate technical expert. Anauditteammay include atechnical expert
whoisonly involved inassistinganauditorand notactually auditing, and occasionally
anauditor withspecialisttechnicalknowledge may only be involved in undertaking
asmall proportion ofthe audit and hence is only present for part of the time (this
cancause problemsif suchanexpertisnotavailable forthe ClosingMeeting, when
nonconformities involvingtechnical matters may need to be discussed, and itshould
be so arranged that all members of the audit team are available for the Closing
Meetingevenifthey werenotallavailable atthe Opening Meeting).

Theteam leader will undertake this preparation by studying documents and data
obtained at the pre-audit visit, talking to others who have someknowledge ofthe
business and/or technologies involved, or referring to other information.

The question often arises, “how many auditors will berequired and forhow long”.
Thisisalmostthe sameas “how longisapiece of string”. Judgement isrequired
based onpractical experience of auditing and the nature of the differentcompany
operations. Auditors with greater experienceare likely to require less time than less
experienced auditorsto gainthe same confidence in an organisation. Italso depends
onthe"sample"thatistobetaken (activities to beaudited and requirements that they
willbeaudited against). The Team Leader may wishto developabetterunderstanding
ofthe company by undertaking a form of Process Analysis, which will also assist
indeterminingasuitable auditsample.

General Guidance

Moretime willbe required inlarger companies. Moretime will berequired when
complex technologies orbusiness processesare involved. Twoauditorscancover
more ground and in greater depth than one (not necessarily twice asmuch!), and
theinvolvementofmore than oneauditorallows forcomparisonofobservations and
active discussion on the directionthat the auditshould take, ortrails that should be
followed afterthe discovery ofnonconformities.

Seection 2 / Page 10 Regulatory Approval & Oversight (02/01)
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A typical company involved in medium technology design and manufacture
operatingonasingle site withapproximately 400 employees might require ateam
ofthreeauditors forthree days (i.e. 9 anditor days). A typical office undertaking
sales and marketing activities with approximately 50 employeesmightrequirea
single auditor for 1 to 12 days . It should also be recognised that the longer the
duration of the audit, the more disruption to the company, and efforts should be
madetoreach an acceptablecompromise between thenumber ofauditors and the
totalnumber of days over which the audit is undertaken. It may also be necessary
atthis stageto determine which specificrequirements ofa code/ system standard
must be verified as this will also have an impact on the audit duration. (See also
sectionon"DETAILED PLANNING"). Accreditation Bodiesusually issueguidance
to Third Party organisations.

The Team Leaderwillneed to undertake a detailed analysisofthe organisationto
clearly understand what is happening, where ithappens, when and how. Thiscan
beachieved by closely studying company documentation such as organisation
charts, Manual/Expositionsetc. and by producing block diagrams ofthe company
structure, flow charts showing how the work is progressed through the company
structure, and by making educated guesses as to what should happen and roughly
how. Process Analysisisauseful techniqueto assist with this process. Oncethis
hasbeendone itis then possible to clearly identify which ofthe requirements ofthe
regulations are applicable ineach section ofthe company. i.e. The audit "criteria”
thatareapplicable.

Regulatory Approval & Oversight (02/01) Section 2 / Page 11



Understanding the Process.

Initially auditorsmustdevelopa good understanding of the processesinvolved, and
processanalysis may assist in thistask.

Forthearea(s) ofthe company thatareto be the subject of audit activity the auditor
mustfirstdevelop agoodunderstanding of whatactivities areundertaken, howand
inwhatorder. This process may beassisted by use ofa process modelling /process
analysis. Once this has been done it is then a relatively straightforward task to
identify which of the management criteria have some scope for application in
relationtothe differentactivities.

Process Analysis

.

Area of VVCom pany -

Inputs(s) 1 Outputs(s)

Wearenow ina positionto decide which of the requirements of a Management
System {regulations) are applicable within this area of the company.

Ifeach departmentwithinan organisation is identified by a unique number, then it
is possible to 'map' the requirements of the management criteria onto the total
company and display such onaMatrix chart. Such a chart may then be used for
auditsample planning purposes, and toassistin the determination oftimes required
tobe spentineach department (or functional area) in order to satisfy that sample.
Anexampleofsuchamatrix chart, usingatypical setofrequirements is givenbelow.

Clearly for some ofthe departmentsthere will only be limited scope forapplication
of the criteria, and so sometimes it may be of help to indicate the degree of
relationship thatexistsbetween the individual criteria and the department that is to
be audited (A, B, C, etc.)

Section 2 / Page 12 Regulatory Approval & Oversight (02/01)
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Management System Mutrix Chart

Muanagement System Requirements

Departments / Functional Areas
12 3 45 6 7 &8 9 1011121314

Clauses & sub clauses of the

Regulation(s)

1.0

1.1
12
1.3

14
Etc.

Relationship between Management Systent aid Departmeents / Functional areqs

Ifsuchananalysis is carried out foranentire company operation the matrix chart
would show howthe management criteria related to all company departments or
operations. However itwould be impractical toundertake anaudit toestablishifall
such criferia requirements were indeed being met in each of the company
departmentsassuchanaudit would requirea very large amountoftime. Weneed
torecognisethatauditing isalwaysundertakenonasamplingbasis, and thus it isonly
necessary toselectarealistic and practical sample of criteriain some departments
only.

Regulatory Approval & Oversight (02/01) Section 2 / Page 13



Itisatthis stage that the auditor needs toreferto the original audit objectives and
toselectan appropriate sample. This sample must be determined such that it will
providesufficientconfidence thatkey criteriaare indeed beingimplemented within
the organisation. Ifan auditing organisationundertakes overaperiod of time a series
of surveillance audits, such as mightbe the case for Regulatory Authorities, then
suchsampling may beused to very good effectto establish ifall criteria are being
complied with. Eachaudit will focus on certain selected criteria only and also be
restricted to some of the organisation's operations. However, for each audita
different sample will be taken such thatoverthe selected period of time all criteria
will be sampled inall ofthe organisation's operations. Clearly for thisapproachto
be fully effective it will be necessary for records of each audit sample to be
maintained and for each auditor to consult such. AuditManagement will need to
steer this process to ensure that suitable samples are taken at each audit to provide
for satisfactory audit coverage.

Section 2 / Page 14 Regulatory Approval & Oversight (02/01)
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Development of an Audit Visit schedule.

Itwill benecessary toclearly detail which aspects of the company operations are
to be subjecttoaudit/anditactivity, forhow long and by whom, and also to indicate
to the organisation to be audited which members of staff will be required to be
available forinterview by the auditors.

Althoughthereare some general guidelinesissued by Third Party organisationsand
theircontrollingauthorities, it isnotalwayseasy todecide theexactaudittimingsand
resource levels. This canbe very dependentupon many different factors, notleast
of which is the relative knowledge and experience of the auditors themselves
(particularly with respect to the organisationto beaudited). In some caseseducated
and experienced judgements are required.

Basically itis necessary tojudge how long needsto be spentinthe various areas
of an organisation in order to obtain a reasonable degree of confidence in the
organisation's ability tomeet the appropriate specified requirements. Largerand
more complex situations will require more time, as will geographically distantand
spread outlocations. Time constraints together withresource and cost limitations
may also influencethe finalauditvisitschedule. Therelative responsibilities of the
team members should be agreed and detailed in writing. Technical expertsmay be
required to assist the auditors where particular technical subjects need to be
audited.

1t is at this stage that the Team Leader will need to finally decide the criteria
(requirements) that will need to be verified in each area of the organisation in order
toensure adequate coverage, and to gainsufficient confidence in the organisation's
compliance withthe regulatory requirements. (Clearly ifthisisleftto the individual
auditors to determine for their own audit areas then certain requirements may not
be verified). Itis often useful to use some form of ‘Matrix Chart' to summarise the
resultsofthisplanningactivity.

Inmany cases an auditingorganisation will need to determine ifkey processesare
beingimplemented effectively inan organisation. Inparticular, wherekey processes
arcimplemented across several departments (cross functional processes) audit
planning will need to identify which key processes are to be verified by audit, and
a conscious decision taken to either arrange for the audit to be focused on
individual departments or to "foliow' processes across the organisation. In the
eventthat cross functional processes are to be verified the team leader will need
to devise an audit visit schedule that will ensure audit activities are undertaken
in the relevant departments and in an appropriate sequence, together with
appropriate samples for the team members.

Regulatory Approval & Oversight (02/01) Section 2 / Page 15



Itisnow possible to break the audit down into manageable portions, allocated to
eachauditor in the team and thus produce a suitable audit/ audit visit schedule.

The team leader mustensure that the audit visitschedule clearly indicates who will
bewhere and at whattimes,

Several differentstylesofaudit visit schedule have beenobserved, however the one
thatisrecommended is as shown below, and clearly details the various audit tasks
that are to be undertaken by the team members. It can also be used to show the
criteriathatare tobe verified in eachandittarget area.

The Audit Visit Schedule s, in practice, detailing a series of individual audits that
areto be undertaken by the team members throughout the duration ofthe on-site
audit. Itshouldalso be noted thatuntil this schedule is accepted by the organisation
tobeaudited itremains only a proposal.

Insummary, Theteam leaderwill plan the auditby studying documents such as
organisation charts, Manual/Expositions etc., and by discussing with other team
members. Also by gaining information at pre-audit visits and by using the
technique of Process Analysis. The Team Leadershould agree and finalise the
proposed schedule, working where possible with the auditteam members, and it
isthenhis/her jobto agree the proposed audit visitschedule with the organisation
tobeaudited.

Section 2 / Page 16 Regulatory Approval & Oversight (02/01)
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Communication.

It is very necessary for the team leaderto ensure thatthereis aclear understanding
atalltimes ofthe proposed audit arrangements betweenthe Audit Team and the
organisation to beaudited. Particularly inrelationtotheaudit visitscheduleand key
staffthat willneed tobeavailable, supportrequirements (office facilities, guides, the
need for protective clothing, etc.), and the suggested attendees for Opening and
ClosingMeetings.

Inrelationto supportrequirements, the team leader should determine what will be
required to support the audit process, such as office facilities etc. It is normal
practice forthe team leaderto requestthe use of an area where the auditteam may
bebased and where they may be able to meet for private discussion, and to have
access toany phone, internet access or secretarial support asnecessary. Theteam
leader should also establish if there are facilities for taking lunch.

Itisimportantto note that atalltimes the team leader should rememberthatrequests
may be made, but thatit is wrong to make demands!

It would also be appropriate for the Team Leader to check at this stage on the
working times, lunch times and any restrictions on accessthatthere may be dueto
safety hazards, confidential processes etc., and to request that "Guides" be
providedtoaccompany the auditors duringauditconduct. Therole of the guides,
and hence their level of knowledge, seniority etc. should be explained to the
company.

Aspartofthe communication processitisalsoadvisabletotelephone oremailthe
company a week before the audit, just to ensure that there have been no
misunderstandings and that the company is fully prepared and made all the
necessary arrangements. {Remember, with email it isnecessary toensurethata
reply is received to be certain that the communication has been received and
understood.)

Theteam leader should communicate the PROPOSED audit visit schedule, date for
auditand any supportrequirements by formal letter to the auditee organisation. It
isaprimaryresponsibility ofthe team leaderto ensure adequacy of communication
throughoutthe complete audit process.

Regulatory Approval & Oversight (02/01) Section 2 / Page 17



Detailed Audit Planning,

The Audit Team willneed to be adequately prepared for the audit, have a good
understanding of the company, the nature of its business, its products, the
technologies and/or processes involved and most ofall they know whatto look for
and where tolook to verify conformanceto the Regulatoryrequirements. The Team
also should know fully who isto do what and when and how they will handle the
evaluation of data.

The Team Leaderwillneed to communicateto the anditteam the schedule and audit
criteriato be checked (sample), and the audit team members will need to closely
study company documentation such as organisation charts, Manual /Expositions
etc. and where necessary use process analysisto ensure asufficientunderstanding
oftheactivitiesundertaken and how therequirementsthat they are auditing against
relatetothoseactivities.

Each oftheauditorswillneed toundertake his/her own detailed planninginvolving
the development oftheir own working documents in the form of: -

“Highlevel”checklists
A personal plan of action (auditor's strategy)
Low Levelcheck lists.

Section 2 / Page 18 ' Regulatory Approval & Oversight (02/01)
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The On-site Audit.
Theon-siteauditwill involve the following :

AnAuditOpeningMeeting,
The Audit,

Evaluation ofthe audit findings,
AnAuditClosing Meeting.

The Opening Meeting

Followingarrival at the organisation the Team Leader should hold an opening
meeting withthe company managementteam orrepresentativesthereof. It mustbe
remembered that from now on the auditors are guests in the company, and as good
gueststhey mustalways be onbestbehaviour. They mustnotdemand, only request.
They may wish to hold meetings with company managementbut they donothave
therightto demand this or evenattendance at any meeting by any one member of
the managementteam. However, whenmaking suchrequeststhey should carefully
note theresponse and willingness onthe part of the company to co-operate and
meetsuchrequests.

The purpose of the Opening Meeting isto introduce the Audit Team to company
managementand allow managementto dolikewise. Alsotore-state the purpose
ofthe audit i.e. the objective and scope, how it will be undertaken and how the
results aretobe communicated back tothecompany. Itshould be made quite clear
atthis pointifimmediate feedback ofobservations/findings/moncompliances will be
provided using a custom designed form, and how thisisto behandled. Alsothe
company should know ifa daily closing meeting will be held for asummary ofthe
daysfindings, orifall findings will be left forthe final “Closing” meeting. (Preferable
toleaveuntilclosingmeeting).

Itshould be stated thatthe auditis only alimited 'sample’ and conclusionsreached
attheend ofthe auditcan only be based on whatisrevealed by the sample taken
by the audifors. This is a "snapshot' atthis moment in time.

General administrativearrangements, such as office facilities, breaks, starting and
finishingtimesshould beaddressed. Itshould also be established ifthe previously
supplied schedule is still acceptable and if there are any reasons for making
adjustmentstothis. Alsowill guidesbeavailable. Company starting and finishing
times should be re-checked together with possible staff/funion difficulties etc.

Theteam leadershould also ask if there are any Health & Safety requirements or
considerationsthatthe audit team need to be aware of (safety hazardsin the areas
to be audited etc.).
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Arrangements for final feedback ofresultsata formal “Closing” meeting should be
discussed (time, duration, who should be presentete.). fareport is to be produced
itshould be stated when this will be provided.

Itshould also be made clearto the company thateverything seen and heard by the
auditors, and results obtained will be intotal confidence and willnotbe revealedto
any other parties.

Finally, allow a period oftime for questions from company managers. We want
themto feel comfortable with the process.

Opening Meeting

Introductions
Objectives & Scope
Audit Schednle
- Limitations
General Administrative Arrangements
Office facilities
Guides
Healtl & Safety considerations
Lunch arrangements
. Ete, i
Feedback of Results
Confidentiality
Closiiig Meeting Arrangenieiits
Duestions
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AuditConduct

This should be conducted inaccordance with the laid down schedule, keeping to
thesettimesasfaraspossibleand followingeachauditorsdetailed plan. Remember
thatthe purpose now is to get on with the job and answer ALL the questions on
the High Level Check List.

Itisnormal practice to requestauditee organisation staffto accompany individual
auditors in the role of 'guides’, not only to show the auditors where to go butto
introduce themto inferviewees and, most importantly toactas witnessto facts found
thatrelatetononconformities.

Asnon-conformancesare foundthey shouldbe clearly recorded in a formal manner
and company agreement sought that the facts surrounding/relating to the non-
conformanceare true and accurate. Nonconformities shoud be written onto official
report formsassoon as possible following their discovery, and it is normal practice
forauditorstodothiseitheratthetime the nonconformity is found orbefore leaving
theareabeing audited. Ifthey are not written down immediately then goodnotes
willneed to be taken. The guide will often be expected to enter his/her name onto
the formal nonconformity report form to indicate concurrence with the observed
facts, a practice that prevents possible problems later if the facts should be
challenged!

Astheauditprogresses we may find that trails require to be followed which could
detract from the individual auditor's plan, or even major concerns that need to be
followed upand soresultinamajorchange to the originalaudit visitschedule. How
should these situations be handled and controlled?

Itisaprimeresponsibility ofthe Team Leadertoensurethatthe auditis satisfactorily
completed, having covered all areas originally decided upon and checked all
appropriate Management System requirements.

Individual auditors are required to refer decisions to deviate from the agreed
scheduleto the Team Leader, and usually these matters are dealt with at regular
team meetings held several times throughoutthe audit.

Team meetings may beheld at coffee orlunch breaks and are an opportunity for
the team members toexchange information, particularly relating to trails thatmay
need to be followed by other teammembers. Hasignificantchange tothe schedule
isdeemednecessary by theteam leaderthis should always be discussed and agreed
withauditeemanagement.

Attheconclusion ofeach day ithas become normal for the team leader to provide
anoverview of findingsto the company’s Management Representative (Quality
Manager).
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Itismostimportantthat the truerole of such guides is fully understood by both the
auditors, the auditees and the guides themselves. Guidesare notthere toactasa
bufferbetweentheauditorsand theauditees, they should not themselves be aud ited,
norshould they cutacross the auditor or auditee by asking or responding to audit
questions.

They are there to ensure that the auditors are able to move around freely in the
company, areaccompanied atall timesto meet with company confidentiality and
Health & safety requirements, and to ensure that fair play prevails.

Inthis latter respect, it is sometimes the case that either the auditor or the auditee
misunderstands what is being said and in this case the guide can be valuableto see
thatsuchmisunderstandings donotoceur. The guide mustalso sometimesactinthe
capacity of Interpreter, not only from the foreign language aspect, but also to
interpretcompany ortechnical terminology for the auditors.

Asthe guides can have suchasignificantand importantroleitis well toselect them
with care and choose suitable staff for this function. Inevitably a company will
choose guides from it's own QA staff.

Theauditteam leader should ensure that the guidesallocated are suitable from the
pointofseniority, general abilities etc. and should politely request alternatives if
inappropriate guides are allocated. The Team Leader should also be prepared to
takeactionif guides should notactin an appropriate manner, and where necessary
requestalternatives.

Purpose of Guides
GUIDE & INTRODUCE
INTERPRETER SAFETY OF AUDITORS
WITNESS TO FACTS FOUND
SHOULD NOT ANSWER FOR COMPANY CONFIDENTIALITY
AUDITEE
SHOULD NOT ACT AS AUDITOR
QUALTFICATIONS

REASONABLE SENIQRITY
COMPANY AUDITORS

UNDERSTANDENG OF AUDIT PROCESS
AND AUDITORS REEDS

Section 2 / Page 22 Regudatory Approval & Oversight (02/01)

L

e



L)

-

(-]

L)

— O 3

J

]

L

L_J

Audit Team Meeting.

The audit team should meetatappropriate times throughoutthe audit process in
order to share and exchange information and to determine if any audit trails need
to be followed, changes to the audit plan are necessary and to generally check
achieved progress againsttherequired auditobjectives.

Beforethe closing meeting it is normal forthe Team Leader to arrange fora team
meeting at which only the auditteam are present. The purpose ofthis meetingis
toevaluateallresultsand prepare asummary of findings which will be presented to
the company at the Closing Meeting. It is important when reviewing non-
conformances to ensure that the statements made are factual, supported by
objectiveevidence and are clear, conciseand understandable. Ifthere isany doubt
astotheability to supporta conclusion made thenthe non-conformity should be
discarded.

Sufficient time should be allowed for this final team meeting inorderto enablethe
team leaderto prepare forthe ClosingMeeting. The Team Leaderwillneed to chair
and controlthis meeting.

Team Meeting

CHAIRED BY TEAM LEADER
NONCONFORMITY FORMS COMPLETED
ALY, NON-CONFORMITIES REVIEWED

COLLECTIVE REVIEW OF NONCONFORMITIES
TO IDENTIFY MAJOR CONCERNS

SUMMARY STATEMENT PREPARED
AGENDA FOR CLOSING MEETING PREPARED
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Itmay be possible to group some findings together, if they are clearly the same
problem, and detail ona single non-conformance report.

Inpreparing the summary statement the Team Leader must return to the reason for
undertaking the audit in the first place:

Doesthe documented system address the requirements of the
regulation(s) and to what extent? (Are there weaknesses in
relation to specific requirements or in relation to particular
company activities 7)

Isthissystemimplemented and to whatextent? (Againare there
weaknesses in relation to specific requirements or particular
company activities ?)

Isthe systemeffective?

By analysing collectively the non-conformancesraised the Team Leaderwillbeable
toanswer these questions and make a meaningful inputtothe closing meeting by
indicating areas of the company thatare weak in these respects, and passa final
Judgementoncompliance to the requirements of the code/standard. Hence the
conclusion ofthe audit team.

Theagendaforthe closingmeeting willallow for presentation of individual findings
by the team members ifthis is considered appropriate by the team leader.
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Evaluating Results

Asthe auditors reveal non-conformances or make observation/findingsetc. So
eventually there will bealistof such. This list may be long or short, however some
ofthefindings may bemore significantthan others, some may beclosely related or
manifestationsofthe same problem. The Audit Team will need toevaluateall ofthe
auditresultsto identify any majorconcernsrevealed by the audit.

Evaluating Results

ALL MAJOR CONCERNS
RESULTS

MINOR CONCERNS

YOU WILL NOT EARN RESPECT
FOR REPORTING ONLY TRIVIA

Remember, managementare notinterested intrivia, they need toknowwhat the
mainproblemsare. Thisevaluation may be undertake onadaily basisorattheend
ofthe auditand before the closing meeting, Itshould be performed by the Team
Leaderwiththe AuditTeam.
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Some organisations categorise nonconformities as major or minor orattach a
numerical indicatorofseverityi.e. Category 1,2 or3. Although there areno formal
definitions as such in any international standard the following are the generally
understood definitionsused by many auditauthorities:

Major Nonconformity

A SIGNIFICANT NONCONFORMITY WITH A MANAGEMENT
SYSTEM REQUIREMENT

OR

A FAILURE OF, OR COMPLETE OMISSION OF A MANAGEMENT
SYSTEM REQUIREMENT

OR

A SIGNIFICANT NUMBER OF MINOR NONCONFORMITIES
CONCERNING THE SAME MANAGEMENT SYSTEM
REQUIREMENT

Itis important for an auditor to differentiate between things thatare of a serious
natureand those thatmay be less so, howeverthe above definitionsin common use
are considered to be somewhat subjective and could result in much debate at the
timeof audit, particularly ifto receive a'major' nonconformity could resultmthe lack
offormalapproval orloss ofan order,

Insome instances anauditormay be given information ormake an observation that
whilstnotanon-conformance as such, indicates thatpotentially one might arise if
thesituation were notaddressed. Auditorsoftenusethe category "Observation' for
such instances, howeveritis felt thatunlesshard factual (objective) evidence of
nonconformity is found by theauditor then one does notexist, Theterm 'observation’
shouldnotbe used to describe a lowercategory of nonconformity.
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EASA
Part 145.A.95 Findings

A level 1 finding is any significant non-compliance
with Part-145 requirements which lowers the safety
standard and hazards seriously the flight safety.

A level 2 finding is any non-compliance with the
Part-145 requirements which could lower the safety
standard and possibly hazard the flight safety.

No fevel 3, No Observations.

EASA
Part M Subpart |

A level 1 finding is any significant non-compliance
with Part M requirements which lowers the safety
standard and hazards seriously the flight safety.

A level 2 finding is any non-compliance with the

Part M requirements which could lower the safety
standard and possibly hazard the flight safety.

No level 3, No Observations.
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The Closing Meeting.

The purpose ofthe Closing Meeting is to continue the communication process with
the audited company’smanagementteam and to feedback the results of the audit,
together with any conclusions reached, to ensure thatcompany management are
aware of and fully understand the findings and associated implications, and what
they need to donext. Also to formally close the audit.

Inasimilarstyleto the opening meeting, the Team Leader should call (ad vised at
theopening meeting)and chaira formal closingmeeting (sometimes termed EXIT
meeting) withcompany management. Againitmustberemembered thatyou cannot
demand attendance atsuchameetingofmanagement, howeveritis likely thatthey
would not wish to miss such ameeting!

Again, itis wiseto infroduce Team Membersto the managementteam, and allow
themto do likewise and then spend a few minutes explaining the purpose of the
meeting (there may be attendees who were not present atthe Opening Meeting).

Before passingontotheresults themselvesthe TeamLeaderwould be wise to first
thank the company forits co-operation, hospitality, provision of facilities, and the
courteous and professional manner in which it participated in the audit process
(evenifitdidn’t!) Generally let them know what a pleasure it was to be in their
company beforeletting them have the results.

Itis recommended that the objective and scope of the audit be re-stated, for the
benefitofany participants whomay nothave been at the Opening Meeting, and that
theauditcanonlybeasample oftheactivitiesundertakenby the companyand hence
notevery non-conformity thatexistsmay have been found. Themethod of formally
reporting the audit results back to the company should also be explained.
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Theauditfindings should then be presented, usually by each of the teammembers
inturn. Copies of such may be supplied to save the organisation's management
needing to take notes.

Finally the Team Leader should presentthe summaryand makethe final conclusions
clear.

Dependent uponthenature ofthe audit findings there may be some discussion on
corrective actions, however it is unreasonable to expect well thought out and
appropriate corrective actionsto be decided at the closing meeting and the Team
Leader should try not to become involved ina debate onindividualnoncompliances
butleave copiesofthese with company managementand obtainacommitmentfrom
them to providea formal response by an agreed date (ifthe auditteam leader is
required to do this within the regulatory organisations procedures).

Closing Meeting

Purpase of meei ng
Thanks for: coopemtmn efe
Restate Objectives & Scope
: - Limitations of the audit
- Report
Sunymary Statément
Nonconformance reparts
Corrective actmn & fol[ow up meckamsm )
Questmns .- '
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Theresults should be presented firstina summarised form by the Team ELeader, and
theninmoredetail by the individual Team Members fortheir respective auditareas.
Clearly showing management what facts lead to the conclusions. Youmustbe
prepared to field detailed questioning atthis stage and must decide whetherto take
questionsas they arise or atthe end of each auditor's presentation oratthe end of
thecompleteresults feedback.

Presentation of the results may beassisted by the handing out of copies of audit
report forms and/or the use of overhead slides.

Atthe end ofthe presentation copies of the audit results should be made available
to company managgsment.

Auditors should never leave anorganisation without providing the details ofall audit
findings inawritten form. Thisis to guard against possible future disputes.

Corrective Actions

Depending upon the nature of the auditundertaken, i.e. Initial Approval, ongoing
oversight etc. it may be appropriate to discuss a timescale for the company to
proposenecessary corrective actions, however itshould be remembered that this
isaprocess that the regulatory organisation needs to exercise control overand it
should not be left to individual auditors to determine this alone. It is often not
possible, and eveninadvisable, forcorrective action to be determined atthe time
oftheaudit. Management need time to undertake the necessary investigations.

Auditors should not force the company to decide during the closing meeting what
corrective actions are to be taken.

The Team Leader should indicate before leaving the organisation whenthe report
from theregulator can be expected.
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Formal Reports

Theauditteam leaderis responsible forprovidingthe regulatory organisation with
a formal report which will provide details of all findings together with audit
conclusions and where appropriate auditorperceptions. Following receipt ofthis
reporttheappropriate management functionintheregulatory organisation willneed
tocommunicate formally with the audited organisation setting out the key areas of
concernand the actions required by the regulator - such as corrective actions. Itis
necessary fortheauditteam leader to prepare areport foruse withinthe regulatory
organisation. Thismayrequirean "Executive Summary"which should be prepared
withthebusy executive inmind and should clearly and succinctly convey:

Objectives & Scope
Conclusions
An overview of findings
Recommendations.

Itisthe responsibility of theregulatory drganisation toprovide a formal written
responsetotheaudited organisation following anaudit, in order tocommunicate
clearlytheactionsthattheregulatory organisationrequiresoftheaudited organisation
inorderto respond to audit findings. This communication may not detail the audit
findings themselves as these will have been left with the audited organisation,
however it will refer to key findings for which the regulator requires a formal
response. It is important to remember that the communication should hold no
surprises,and itshould reflectaccurately what was presented atthe closing meeting.
This communication may be prepared by the audit team leader on behalfofthe
regulatory organisation.

Reports

REMEMBER WHO IS THE RECIPIENT
REMEMBER WHAT THE RECIPIENT NEEDS

SUMMARISE FINDINGS
PROVIDE THE DETAILS

THINK BEFORE WRITING AND
WRITE CLEARLY & CONCISELY

DRAW CONCLUSIONS
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Contents fora typical audit report.

Reportidentification
Confidentiality clause.
Purpose, objective and scope ofthe audit.

Details of the audit programme, auditors, dates and organisation in which
the audit was conducted.

Identification of the reference documents against which the audit was
conducted (Regulations, auditee Manual/ Exposition, etc.).

Summary offindings.
Auditobservations, non-conformitiesand supporting evidence.

Recommendations for follow-up of corrective actionand for subsequent
audits.

Reference to supporting documents, attached as required.

Conclusions ofthe audit team, judgementsasto the degree of compliance
withtheRegulationsand the systemsability toachieve defined objectives.

DistributionList.

-

C.o.J

J

-

The audit report should be signed and dated by the team leader, and sent to the
client/audited company. Asthe report is confidential it should not be distributed
outside oftheauditorganisation without the permission of the audited company.
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The Corrective Action Process.

The audithas been completed once the auditorshave conveyed the findings to the
appropriate regulatory management function (verbally and in writing).

Itisrecommended thatthe auditlife cycle is split into two separate processes. The
audititselfand the corrective action phase.

IT IS A PRIME RESPONSIBILITY OF THE
AUDITOR(S) TO COMPLETE THE AUDITPROCESS
ANDPROVIDEMANAGEMENT WITHDETAILS OF
THE FINDINGS '

TheRegulatory management fiinction responsible for continued approval decisions
is fully responsible for the determination and implementation of appropriate
corrective action inatimely mannerto ensure thatsystem weaknesses are rectified
assoonaspracticable.

However, the regulators audit management function should be satisfied that
corrective action proposed will deal with theroot cause of the problem and when
implemented isfully effective ineliminating thenoncompliance found.

Itis important to recognise thatthe audited organisations managementare fully
responsible for determining suitable corrective actions and appropriate timescales,
howevertheregulatory organisationmay need to define timescales based on safety
regulatory concerns.

Should effective corrective actionnotbetaken, ornoindication given astowhen
itwill be fully considered, thenaudit management mustrefer the matterto higher
authorities once all other means of eliciting a suitable response have been exhausted.
Thismay be when aregulator considers the need forenforcementaction.
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Once corrective action has been implemented then audit management should
arrange for formal verification that it is effective in overcoming the original
noncompliance. This may, or may not, involve the original audit team.

Audit Management need to be satisfied that the corrective action is taken and
effective, thisshould be formally recorded (preferably on the original auditreport
form) and the audit ‘closed out’. This check onthe effectiveness ofthe corrective
actionisaimed atestablishing that therootcause ofthe problem has beenaddressed
and thatthe problem (‘'symptoms') found onthe initial auditisno longerevident. This
will require appropriate auditsamples to check for the problem previously noted
inappropriate areas ofthe organisation.

Itmay beuseful to check the ongoing effectiveness ofany corrective actions again
atsubsequentoversightaudits.

NON:CONFORMITY
.4 RAISED 7. 0.

ROOT CAUSE
DETERMINATION

AUDITING
ORGANISATION

FOLLOW UP AUDIT

vermcation e
e il ONGOING SURVEILLANCE
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Follow-Up and Surveillance Visits

itisusualuponcompletion of anauditto establish a formal activity to verify the
implementation of correctiveactions. This should be performed atanappropriate
mutually agreed time following theaudit, and afterreceiving details of corrective
actions proposed together with associated timescales. Itisusually possible forthe
Team Leader, oramember ofthe original audit team to undertake this activity,
however in some organisations itis delegated to some otherlocal representative or
agent.

Formany auditsnon-conforiances ofarelatively minornature only are required
tobe addressed before formal approval/ certification is granted. Inthese situations
itisnormal forthe Team Leadertoverify adequate implementation ofthe corrective
action agreed either at the time of audit, or shortly after, possibly two or three
monthsfollowingthe auditvisit.

However formore majornon-conformances itmay benecessary to allow agreater
period oftime and undertake a limited re-audit. (Dependentupon the severity of
thenonconformities such are-auditmay be as in-depth asthe original auditand to
asimilarschedule).

Whererequired by the'client the Team Leaderwill review proposals for corrective
action and decide if fully appropriate, arrangements may then bemade to verify full
implementation of such either by the Team Leader, another member ofthe team,
oranotherlocalrepresentative. Some very minor documentation non-conformances
may becorrected and verified by the Team Leader viewing correspondence only,
otherswiltrequirea "Follow Up" visitto be made. Itisimportant to recognise that
when examining corrective action proposals the focus of attention should be
establishingthatthe proposal showsclear signsofathorough investigationhaving
been carried outby the audited organisation to determine the 'root cause' of the
problemsrevealed by the auditor(s). Itisalltoo easy for the audited organisation
topropose corrective actions that merely hide the symptomsrather thandeal with
the cause of the problem.

When follow up visits are made, the detail originally entered onto the non-
conformance reports is vital information for the verifying party and soemphasises
the need for such information to be clear, complete and fraceable.

Ifcorrectiveactiontaken is found to be effective then the non-conformance report
is signed off and the audit closed out.

ForRegulatory Authorities there may bea specific on-going surveillance activity
performed by a separate group within the regulatory authority, or by a local
representative who keepsclose contact with the organisation.
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