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0 Introduction

The IECEx System provides for the assessment and surveillance of Manufacturer's Quality
Management Systems and the issue of an IECEx Quality Assessment Report in accordance with
ISO/IEC 80079-34.

The purpose of this document is to provide guidance upon the methodology, thereby, providing the
opportunity for IECEx Certification Bodies to conduct assessments and audits of manufacturer’s quality
management systems in a uniform manner.

This document is based on work conducted by the European Notified Bodies Group, for ATEX and in
turn is based upon /SO 19011:2002 Guidelines for quality and/or environmental management systems
auditing. &
_
NOTE ISO 19011: 2002 uses the term “audit” throughout but IECEx 02 uses the separate terms
“assessment”, “surveillance” and “audit”. For the purpose of this doc @ term “audit” is
considered to be an activity that comprises part of the processes 0 ot essment” and

“surveillance”.
This Edition 54.0 replaces Edition 4.03-4 and includes add&rj\l infi Jion about the conduct of

remote assessments (in accordance with ExMC Decisiﬁg 09) as approved via ExXMC Decision
2023/18. This Edition includes the additional c&’:\nge etailed in/ExMC Decision 2023/18.

V),
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1 Scope

This document provides guidance on the fundamentals of conducting assessment and
surveillance visits as a means of verifying a manufacturer’s compliance with the IECEx quality
management system requirements.

2 Normative references

The following publications contain provisions, which, through reference in this text,
constitute provisions of this Operational Document. At the time of publication, the
referenced documents were valid and available as published. Where the reference is
undated or where no edition for a referenced document is specified the |af@8t currently
published version shall apply. The Ex Management Committee shall decid€ thetimetable
for the introduction of revised editions of the publications.

ISO 9000: 20165 Quality management systems -- Fundamentals and vo uIa
Js auditing

ISO19011: 2002 Guidelines for quality and/or environmental maw%

ISO/IEC 80079-34: 20184 Explosive atmospheres — Part 34; vio of quality managemebt
systems for equipment manufacture r’

IECEx OD 003-2 — Assessment procedures for IECExsaeceptance of applicant Ex Certification
Bodies (ExCBs), Ex Testing Laboratories (E)(Ls) d Additional Testing Facilities (ATFs) —
Part 2: Assessment, surveillance assessment and re- nt of ExCBs and ExTLs operating
in the IECEx 02, IECEXx Certified Equipment Sch

IECEx OD 060 - IECEx Guide for Bu
Circumstances or Events Affecting IECEx Certifi

IAF ID 3, IAF Informative Documen é anagement of Extraordinary Events or Circumstances

e

ntinuity — Management of Extraordinary
Schemes and Activities

Affecting ABs, CABs and Certified/Org ations

IAF MD 4, IAF Mandatory D ent for tr’ Use of Information and Communication Technology
(ICT) for Aud|t|ng/Assessme urpos'

3 Terms anddDefl

For the purposélof thl ocx the terms and definitions given in_1SO 9000: 2015, ISO 19011:
ISO/IEC 17000:2004 and below, shall apply.

2002, ISO/IEC
3.1 Au%
ivi ed on'a systematic, independent and documented process for obtaining records,

£or other relevant information and assessing them objectively to determine the

ecified requirements are fulfilled.
udit” applies to management systems, “assessment” applies to conformity assessment bodies as
nerally. The assessment process includes auditing.

. roduct Audit
An audit (3.1) to determine whether the product is in compliance with the type described in the
IECEx Assessment and Test Report.

3.3 Audit Criteria
Set of policies, procedures or requirements used as a reference.
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3.4 Audit Evidence
Records, statements of fact or other information, relevant to the audit criteria (3.3) and which

are verifiable.
NOTE: Audit evidence can be qualitative or quantitative.

3.5 Audit Finding(s)

Result of the evaluation of the collected audit evidence (3.4) against audit criteria (3.3).
NOTE: Audit findings can indicate either conformity or nonconformity with audit criteria.

3.6 Audit Conclusion(s) F
Outcome of an audit (3.1), reached by the audit team after consideration of t udit'objectives
and all audit findings (3.5). o
i,
3.7 Audit Client A g . )
Organisation or person requesting an audit (3.1). \
y
3.8 Auditee
Organisation being audited. v ’
G
3.9 Auditor g

Person with the competence (3.15) to conducfan a%ﬂ’

3.10 Audit Team

One or more auditors conducting an a
NOTE 1 One auditor of the audit team is appointed as au leader.

NOTE 2 The audit team can include auditors-in-training and, where required, technical experts.
NOTE 3 Observers can accompany the ?d' m but do not act as part of it.

3.11  Technical Expert ‘

Person who provides speciﬂnowle@ or expertise to the lead auditor with respect to the

subject being audited»

NOTE 1 Specific knéwledge, or ertise includes those on the organisation, process, product, or activity to be
audited,as wellas langua r cultural guidance.

NOTE 2 A technicahexp oe t act as an auditor in the audit team.

3.12 Audit Prog
Set of one.or e au (3.1) planned for a specific time frame and directed toward a specific

purpose.
i F‘an

ion of the on-site activities and arrangements for an audit (3.1).

Audit Scope

t and boundaries of an audit (3.1).
NOTE The scope typically includes a description of physical locations, organisational units, activities and processes,
as well as the time period covered.

3.15 Competence
Demonstrated capability to apply knowledge and skills.

3.16 Initial Assessment

Activities related to the notification of a manufacturer to determine whether the manufacturer and
applicable manufacturing locations(s) meet all the requirements of the relevant clauses of the
specified standard necessary for granting notification as to whether they have effectively
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implemented, including documentation review, site audit at the manufacturers’ premises and
manufacturing locations(s), preparation and consideration of the audit report and other relevant
activities necessary to provide sufficient information to allow a decision to be made as to whether
notification shall be granted. Audit results shall be recorded on a Quality Assessment Report
(QAR).

3.17 Surveillance

Surveillance of a manufacturer’'s quality management system takes place on a regular basis as
defined in this document. The surveillance audit should be product based with audit results being
recorded on an approved Surveillance Audit Report. P

The purpose of surveillance programmes is to:
o verify that the approved quality management system and associated prﬂNlit;’plans
continues to be implemented; and:
e consider the implications of any changes to the system, initiate’ \esult of changes in the
manufacturers operation; and ‘
+ confirm continued compliance with ISO/IEC 80079-34.

e evaluate any addition manufacturing, external provi ?ext rnal providers where
critical requirements of ISO/IEC 80079-34 are being p{me f

3.18 Re-Assessment
TFo-verify-Verification of the overall-continuing-e
Manufacturing Locations, Trade Agents, Loca
system to ensure compliance with IECE
that a period greater than three years for -assessment of the manufacturer’s quality
management system would satisfy this require The re-assessment should provide for a
review of past performance of the system over the period of the notification. The re-assessment
program shall take into consideration esults of the above review and shall at least include a
review of the quality managemerv)s documents and a site audit (which may replace or

extend a regular surveillance audit). It shall at least ensure
e the effective inter-action between-all'elements of the system:

ofthe organisation’s (Mmanufacturer,
s etcetera) quality management
. In most cases it is unlikely

e the overall eﬁea of the'system in its entirety in the light of changes in operations

. demonstrﬂad com |t o maintain the effectiveness of the system.

3.19  Quali t Report.

Upon the acc tanc assessment the Certification Body shall. Issue an IECEx Quality
AssessmentR ) and have this registered on the official IECEx Website www.iecex.com

4, Pr es of auditing

ng racterised by its reliance on a number of principles. These make the audit an
d reliable tool in support of management policies and controls, providing information
anagement can act to improve its performance. Adherence to these principles is a
equisite for audit conclusions that are relevant and sufficient, such that auditors working
endently from one another will reach similar conclusions in similar circumstances.

Three of these principles relate primarily to personal characteristics of the auditors themselves.
These are:

i. Ethical conduct - the foundation of professionalism
The role of the auditor is one of trust, integrity, confidentiality and discretion.

ii. Fair presentation - the obligation to report truthfully and accurately
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Audit findings, audit conclusions and audit reports reflect truthfully, accurately and
completely the audit activities. Any unresolved or diverging opinions between the audit team
and the auditee and any obstacles encountered are reported.

iii. Due professional care - application of reasonable care in auditing
Auditors exercise a degree of care appropriate to the importance of the task they perform
and to the confidence placed in them by audit clients and other interested parties. Having
the necessary competence is an important prerequisite.

The remaining two principles of auditing relate primarily to the audit process. An audit is, by
definition, independent and systematic and these characteristics are closely linkedfo'the following
two principles of auditing: >

iv. Independence - the basis for the impartiality and objectivity of the audim)“nc
Audits are objective and independent. Audit team members are fre‘ from bias and conflict
of interest. iy )
e
v. Evidence - the rational basis for reaching audit conclusio
Audit evidence is verifiable. It is based on samples o M ion available, since an
audit is conducted during a finite period of time and w@r;ite resources. However, the use
of sampling is appropriate to the confidence placed:in.the audit conclusions.

4
5 Managing an audit programme K ’

5.1 Introduction

An IECEx Certification Body having a need ct audits shall implement and manage an
efficient and effective audit programme. The purpose of an audit programme is to assist the
IECEx Certification Body in pr e resources necessary to facilitate the conduct of
individual audits on a complete ar‘ a asis.

The IECEXx Certification Body’s, manage nt shall grant the authority for managing the audit
programme.

A 4
Managing the audit pr includes:
a) establishing the Obj c ive d extent of the audit programme
b) establishing the ilities, resources and procedures
c) ensuring i tation of the audit programme
d) momtorm&d r&w ng the audit programme

e) ensuring.t riate audit programme records are maintained.
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Figure 1

Authority for programme
(5.1)

Define programme
(5.2,5.3) :
- objectives/extent ﬁ

- procedures
...................... - resourc% ‘
- resporsibilities "K\
&

Implement programme
(5.4,5.5)
- evaluating auditors
- assigning audit teams
- directing audit activiti
- recording U& ........... 6)

Improvement action
Act (5.6)

Monitor‘a view programme

- idw opportunities for improvement Check

N

ers in this and all subsequent figures refer to the relevant clauses of this document.

@
Qure illustrates the application of the Plan-Do-Check-Act
P cle to the management of an audit programme
) nun'r

dit programme objectives and extent

jectives of the audit programme

objective of the audit programme is to establish that the manufacturer is complying with
C 80079-34, and with respect to the certificates listed or to be listed on the IECEx On-line
system. Depending on their size, nature and complexity, organisations may meet the objectives
in a single audit.

The objective can be based on consideration of:

a) conformity of the product with the type described in the IECEx Test Report  and with the
requirements of the IEC Standard, which apply to it.

b) management priorities

c) commercial intentions

d) management system requirements supporting conformity of the product
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e) legal and contractual requirements
f) external provider evaluation

g) customer requirements

h) potential risks to the organisation.

5.2.2 Extent of the audit programme

An audit programme can vary in size, nature and complexity. The extent of the programme will
be influenced by:

a)  scope, objective, duration and frequency of each audit to be conducted

b)  size, nature and complexity of the organisation audited

c) the number, importance, complexity, similarity and locations of the activitiesﬂe audited

d) standards, legal and contractual requirements, policies, procedures and r audit sriteria
e) accreditation and registration/certification .

f) the results of previous audits or a previous audit programme review c\

g) language, cultural and social issues \

h)  concerns of interested parties
i) significant changes to any organisations, activities or functional areas.

5.2.2.1 Scope of initial assessment, surveillance re-!iesgment
a) Initial assessments and re-assessments:

For initial assessments and re-assessments al requwements of ISO/IEC 80079-34 apply. These
assessments may be conducted in whole or part at twufa’cturer s premises, as well as other

manufacturing location(s)/production site(s) if applica

It is the CB (Certification Body) responsibi etermine what level of assessment is required
for external providers / sub-external providers t responsible for critical operations and
requirements laid down in ISO/IEC 80079-34. Examples of critical operations include, but are
not limited to:

) Design and development chang

Assembly / sub-assembly,of preduct

Routine Testin%/ Final testing of product

Labelling of pro u& >

Inspectlo&and co ro of.eritical operations.

“Storage” and ndll\ ctivities included in the definitions of “Manufacturing Location”
and “Product| Site torage and handling are critical operations only in cases where

|mprop orh Ilng of parts or assemblies may potentially impact the certification or
safety o flna roduct. Itis not the intent of this clause to require assessment of locations
whose nc ion is the storage of finished goods inventory after final assembly and

intent of this clause to require CBs to audit external providers or sub-external
viders. It is however the responsibility of the CBs to evaluate if external providers / sub-

al providers responsible for requirements of ISO/IEC 80079-34 have the necessary
quality management systems and quality plans in place to ensure the requirements of ISO/IEC
80079-34 are being met. Examples of evaluations of external providers / sub-external providers
can include:

e Review of a current ISO certificate with the proper scope

Audits performed by the Manufacturer

Audits performed by another CB

Audits by the CB

Components covered by the IECQ Scheme
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Reassessments should be scheduled for a date approximately two months prior to the Valid Until
date of the QAR and shall be planned and conducted in due time to enable for timely renewal
before the Valid Until date. Details on the requirements for the Valid Until Date are defined in
IECEx OD 011-2.

b) Surveillance:

The surveillance visits at the manufacturer’s premises shall include:

o the system maintenance elements, which are internal audit, management review and
preventive and corrective action

e customer complaints P

e changes to the documented system

e areas subject to change \ B

e selected elements of the certification/registration standard

e other selected areas as appropriate.

¢ identification of any new manufacturing locations / production sit \ !

e review of external providers and/or sub-external providers p(ﬂ% perations.

e re-assessment is defined in clause 3.18 of this document.
NOTE: Where a manufacturer has a certified quality managem ystem approprlate scope, certified
by a recognised body (Type A or C manufacturer), then the scope sess t/surveillance may be restricted
to assessing the effectiveness of that quality management with respect to the certificates listed or to be
listed upon the on-line notification system.

5.2.2.2 Audit programme for IECE ifi tio‘dles

5.2.2.2.1 Initial and Re-assessments
IECEx Certification Bodies have essentially
assessments:

s of customer, concerning initial or re-

TYPE (A) a manufacturer requirin initial assessment or re-assessment prior to the issue
of an IECEXx where the manufacturer has a certified quality management
system, for exampley, to 1ISO 9001:2008 requirements, with an appropriate scope
certified by a cognisgi body. (The scope does not necessarily need to include
protection&mc

TYPE (B) a manufacturerrequiring an initial assessment or re-assessment prior to the issue

of a QA re the manufacturer does not have a certified quality management
system example, to ISO 9001:2008 requirements, or a certified quality
<EEm nt system with an inappropriate scope. (The scope does not necessarily

eed to include protection concepts)
TY (K r!anufacturer requiring initial assessment or periodic surveillance, where the

manufacturer has also contracted the IECEXx Certification Body in its capacity as an
ISO 9000 Certification provider to integrate the two activities i.e. an IECEx Quality
Assurance assessment and a certified quality management system for example, to
ISO 9001:2008 requirements. (The scope does not necessarily need to include
protection concepts)

IECEX Certification Bodies are required to take into consideration the factors listed in clause 5.2.2
of this document. The “complexity” factor given in 5.2.2 b) is one of the major issues for IECEx
Certification Bodies in that products include equipment (electrical and non-electrical) along with
protective systems, components and devices required for contributing to the safe functioning of
equipment and/or protective systems, all of which covers a wide range of technologies.

Therefore, as a guide to the amount of resource (in auditor days) that should be spent conducting
initial assessments, based upon the number of protection concepts, number of Ex personnel
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located onsite, and if there is a Certified Quality management system in place the following
table(s) are provided. These tables are only supplied as guidelines. It is the IECEx auditor’s
responsibility to ensure that the appropriate time is spent to ensure that audits cover all
requirements of ISO/IEC 80079-34 and any issued certificates on the online system.

WITH CERTIFIED QUALITY MANAGEMENT SYSTEM
(Manufacturing Types (A) and (C))

AUDITOR(s) TIME ON SITE -IN PERSON
DAYS
No. OF PROTECTION | 25 OR LESS Ex 100 OR LESS Ex | 10 R MORE
CONCEPTS LISTED ON | PERSONS ON PERSONS ON E SONS
MANUFACTURER’S SITE SITE O%SI
APPLICATION OR IECEXx ©
ON-LINE CERTIFICATE(S) ,
1 1 1 1-2
2-3 1-11/2 — 1442 2
4-5 2 3-4
6+ 2-3 3 4w 3-4
y
4
WITHOUT CERTIFIED QUALITY A¢MENT SYSTEM
' )
IME ON SITE -IN PERSON DAYS
No. OF PROTECTION 25 0] SS Ex 100 ORLESS | 100 OR MORE
CONCEPTS LISTED ON %S Ex PERSONS | Ex PERSONS
THE MANUFACTURER’S ON SITE ON SITE
APPLICATION OR IECEXx
CERTIFICATE(S)
a1 ) 2 2 2-3
- 2-3 2-3 3
2-3 3-4 3-4
6+ 3-4 4 5
*The aboye times nclude the time spent by technical experts.
Protecti 0 chts as referenced in the above tables are represented and identified by the

t technologies, i.e. Ex d, Exi, Ex n etc., as used for equipment certified under the IECEx

e guidance times may be varied at the auditor's discretion provided that all protection
concepts are subject to adequate assessment / surveillance. For example the duration may be
extended where there is not a common language, a large number of certificates are involved or
reduced if processes are similar for several different products but with a minimum of one auditor
day for an initial assessment.

5.2.2.2.2 Surveillance Assessments

Surveillance assessments shall be carried out as follows:

a) For sites manufacturers-withouta-certified 1SO-9004:-2008-Quality management system;not
covered under an ISO 9001 registration with an appropriate scope that has been issued by
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a body accredited by an IAF signatory organisation, surveillance audits should be
conducted every 12 months_and the period between audits shall not exceed 14 months.

b) For sites covered under an ISO 9001 registration with an appropriate scope that has been
issued by a body accredited by an IAF signatory organisation, Marufacturers—with—a
Qualified1S0-9001:—2008-Quality management system;—surveillance audits should be
carried out every 18 months_and the period between audits shall not exceed 20 months.

Audit intervals should be based on the date of the initial audit of the site per OD 011-2 to ensure
consistent, reqular surveillance activities.

NOTE: Per Clause 8.3.2 of IECEx 02, a QAR has a validity of three years. Therefore, |rAt|on ), the
site will have an initial audit, then a surveillance audit within 12 to 14 months after the aI audit, another
surveillance audit within 24 to 26 months after the initial audit, and a reassessment audi
after the initial audit. In situation (b), the site will have an initial assessment, the

within 18 to 20 months after the initial audit, and a reassessment audr‘nthln‘ mon)

r the initial

audit.

Additional surveillance / assessments may be conducted aﬂe discretion of the IECEx

Certification Body based on the manufacturer's / manufa ation's / production site’s
slm E od he t

performance and results of prewous surve|llance / audit rest

5.3 Audit programme responsibilities‘res s d’procedures
5.3.1 Responsibilities r

Responsibility for managing an audit p
has (have) a general understanding of audi
of audit tools and methods. They should als
relevant to the activities to be audite

Those assigned the responsibility for n‘!xing the audit programme should:

hould be assigned to (an) individual(s) who
, of auditor competence and the application
e technical and business understanding

a) define, implement, maw an ve the audit programme
b) identify and pr%de ources f programme.

a) financial urce sary to develop, implement, manage and improve audit activities
b) audit tools and methods
ilability of au s and technical experts

hieve and maintain auditor competence, and to improve auditor

2\

5.3.2 Resources

When identifyi%resc@t e audit programme, consideration should be given to:
c

.3 Procedures

programme procedures should be established and should address, for example:
a) planning and scheduling audits

b) assuring the competence of auditors and audit team leaders

c) selecting appropriate audit teams

d) conducting audits

e) performing audit follow-up.

54 Audit programme implementation
The implementation of an audit programme should include:
a) documenting the audit programme and communicating it to relevant parties;
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b) co-ordinating and scheduling audits and other audit programme activities

c) establishing and maintaining a process for the initial evaluation of auditors and the on- going
evaluation of training needs and continuing professional development of auditors

d) ensuring the appointment of audit teams

e) providing required resources to the audit teams

f)  ensuring the conduct of audits according to the audit programme

g) ensuring the control of records of the audit activities

h)  ensuring review and approval of audit reports, and ensuring their distribution to the audit
client and other specified parties

i) ensuring audit follow-up, if applicable.

e

5.5 Audit programme records
Records of all IECEx audits shall be maintained by the IECEx Certification.Bedy emonstrate
the operation of the audit programme and shall include:
a) results of audit programme review \ ’
b) audit records, such as: \

- audit plans

- audit reports

- nonconformity reports; and

- corrective and preventive action reports
c) audit personnel records, covering subjects stich,a performance evaluation, audit

team selection and training.

5.6 Audit programme monitoring v&
The effectiveness of an IECEXx Certification diting programme shall be monitored by the
ExCB itself and at appropriate intervals review d included as part of their internal quality
management system review, to assess whether its objectives and those of the IECEx Scheme

have been met. This audit progra review should be carried out to assess the audit
programme effectiveness and ide‘ify p‘tunities for improvement.

Monitoring should be carried out'by using performance indicators that measure, for example:
the ability. of th teams o meet audit objectives
confor%(ty with ud| grammes and schedules

feedback.fromraud s, auditees and auditors

time to oser&) ramme corrective actions.

This audit pro m'*view should consider for example:
d

fesults)a s from monitoring
o) rmi’y with procedures
ving

needs and expectations of interested parties
audit records
rnative or new auditing practices.

Results of the audit programme review can lead to corrective actions and improvement of the
IECEX Certification Body’s audit programme.

6 Audit Activities

6.1 Introduction

This clause contains guidance on managing and conducting audits, including the selection of
audit team members.

After completion of an audit, audit follow-up actions can take place (see clause 6.8).

Page 13



IECEx OD 025 © IEC:20253(E)

6.2 Initiating the audit

6.2.1 Audit objectives, scope and criteria

Within the overall objectives of an audit programme, an individual audit should be based on
defined objectives, scope and criteria.

The objective for the audit programme is to establish that the manufacturer is complying with
ISO/IEC 80079-34 with respect to all the certificates listed on the online notification system, and
kept up-to-date by the IECEXx Certification Body planning and conducting the audit programme.
An individual audit that is part of a surveillance programme may address only part of a quality
management system.

.

In preparing for an audit, the following shall be communicated to the auditee a corded on the

job file: \x v

) The audit scope describes the extent and boundaries of the audit/in terms.o tors such
as physical locations, organisational units, activities and processes t\ beﬁd and, where
relevant, the time period covered by the audit. \

o The audit criteria, i.e. ISO/IEC 80079-34 G

) Dates of the audit, as agreed with the auditee v

. Membership of the audit Team { -~ f

6.2.2 Feasibility of the audit

Those responsible for managing the audit progamm d determine the feasibility of the audit,
taking into consideration such factors as:
a) sufficient and appropriate informati
b) adequate co-operation from the audi
c) availability of time and adequate resources.

or planning audit

Upon receipt of an application fro nufacturer for an IECEx Certificate of Conformity, the

IECEX Certification Body should: ’1

1. ensure that the documew\on as req&red by ISO/IEC 80079-34 as appropriate and the
relevant IEC Standard is provided.

2. ascertain that s/uff'!fe approglate information regarding the manufacturer is available for
example, S|ze Iocat| of quality management system.
An IECEX Cert |cat|on NOT permitted to issue an IECEx Quality Assessment Report
(QAR) until a cum w and site assessment have been satisfactorily completed.
Where produicts vered by an IECEXx Certificate of Conformity are to be manufactured in

Conformity has been lodged (known as ExCB ‘A’) may engage other IECEXx
icati odies to perform sites visits of the various manufacturing locations under the
control of EXCB ‘A’

dlfferer%on or countrles the IECEXx Certification Body to whom the application for an IECEx

CEXx Certification Body is permitted to amend the scope of an existing QAR (without a site
assessment visit) where the technology/processes are declared similar to those already covered.

6.2.3 Establishing the audit team

When the audit has been declared feasible, an audit team should be established and an audit
team leader is appointed taking into account the competence needed to achieve the objectives
of the audit. When there is only one auditor, the auditor should perform all applicable duties of
an audit team leader.
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Those responsible for managing the audit programme and/or the audit team leader, in
consultation with the audit client and, if necessary, the auditee, should identify the resources
necessary.

When deciding the size and composition of the audit team, consideration should be given to the

following:

a) audit objectives, scope, criteria, location(s) and estimated duration

b) the overall competence of the audit team needed to achieve the objectives of the audit

c) requirements from accreditation/certification bodies, as applicable

d) the language of the audit and understanding of the auditee’s social and cultural
characteristics either through their own skills or through the support of a techinical expert

e) the need to assure the independence of the audit team from the activities e audited and
to avoid conflict of interest;

f)  the ability of the audit team members to interact effectively with the auditee and to work

together. 2 L g

The process of assuring the competence of the audit team should'@emprise ollowing steps:

1) identifying the knowledge and skills needed to achieve th%tives of the audit

2) defining the criteria by which knowledge and skills are fo'b uated

3) selecting the audit team such that all of the knowle*and skills needed to conduct the
audit and to achieve the audit objectives are present.in the audit team. If not fully covered
by the auditors in the team, the overall campetence may be satisfied by including technical
experts in the team. ‘

Technical experts should operate undert irection of an auditor. The IECEXx Certification Body
should evaluate and record the required com s of technical experts.

Both the audit client and auditee h a right to request the replacement of particular team
members on reasonable grounds w should be communicated to those responsible for
managing the audit programme. ‘An de&ions to replace team members should be taken by
those responsible for managingithe auditprogramme. Examples of reasonable grounds can be
conflict of interest situatio (suchias an audit team member having been a former employee of
the auditee or having W\anwtancy services) or previous unethical behaviour.

@
6.2.4 Initial cont w\the auditee
The initial con with t uditee can be informal or formal. Depending on the audit situation,

those responsible for?n ging the audit programme or audit team leader should consider the

following,.@s.a pri
a) contacting the auditee to establish communication channels

b) . providing it!ormation on proposed timing and audit team composition
c) eq ing documents, including records, if needed, and

ing arrangements for the audit.

need for accompanying persons such as observers or guides for the audit team should be
lly agreed.

6.3 Document Review

Relevant management system documents, including records, from the auditee, including any
previous audit reports, should be reviewed to determine the conformity of the system components
or processes, as documented, with audit criteria. The review, normally by the audit team leader
or by one or more auditors assigned by the audit team leader, should take into account the size,
nature and complexity of the organisation, and the objectives and scope of the audit. A
preliminary on-site visit is an option to get a good overview of available information.
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If the auditee’s management system documentation is found to be inadequate, such that it is not
commensurate with the audit scope or criteria, the audit client, those responsible for managing
the audit programme and the auditee should be informed. Further resources should not be
expended on the audit until such concerns are resolved to the satisfaction of those responsible
for managing the audit programme in consultation with the audit client, the audit team leader and,
if appropriate, the auditee.

6.4 Preparing for the on-site audit activities
6.4.1 Planning the on-site audit activities

The audit team leader should prepare a plan for the on-site audit activities. THi§%lan should

provide necessary information to the audit team, auditee and audit client. also ‘facilitates

scheduling and co-ordination of the audit activities. - 4

The level of detail provided in the audit plan, should be adapted to'8uit thg scope.and complexity

of the audit. The details can for example differ between initial and subsequent surveillance visits.
y 2

The audit plan includes the audit objectives and scope which inall includeya product audit and

should include: ( )

a) the audit criteria and any reference documents

b) the dates and places where the on-site audit activities to be conducted

c) the identification of the organisational and\functional.units and processes to be audited

d) the expected time and duration for audit on-%ctivi"es, including meetings with the
s

auditee’s management and audit team meetings.

The audit plan can also include, as appropri

e) the identification of the sites, activities, and management system processes that are
essential to meeting audit objectives in order to allocate appropriate resources to critical
areas of the audit $

f)  the identification of the aud|t e’s ey‘epresentatlve participating in the audit

g) the working and repomlangua%‘( ) of the audit where this is different from the native
language oftheéludl (s) and/or auditee

h) the identification cof s and responsibilities of the audit team members and any
accompawlng per o

i) the audit report including any methods of nonconformity gradings), format and
structure pec% f issue and distribution

i) Ioglstlc arrange travel, on-site etc.)
k) matters nfidentiality
fi

) any arrang e or audit follow-up actions.

a%be'presented to the manufacturer prior to conducting all certification audits but may
necessary for all surveillance audits.

objections by the auditee should be resolved among the audit team leader, the auditee, the
audit client and ExCB management before continuing the audit.

The audit plan should be sufficiently flexible to permit changes, such as any changes in emphasis,
which can become necessary as the on-site audit activities progress. Any revised audit plan
should be agreed among the parties concerned before continuing the audit.

6.4.2 Audit team work assignments

When an audit is conducted by an audit team comprising more than one auditor, the audit team
leader, in consultation with the audit team, should assign to each team member responsibility for
auditing specific management system processes, functions, sites, areas or activities. Such
assignments should take into account the need for auditor independence, competence and
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efficient use of resources as well as different roles and responsibilities of auditors, auditors-in-
training, and technical experts. Changes to the work assignments can be made to ensure the
achievement of the audit objectives.

The audit team members should review the relevant information related to their audit assignments
and prepare any work documents necessary for those assignments.

6.4.3 Work documents
Work documents used by the audit team for the purpose of reference and/or recording the
proceedings of the audit can include: P

a) audit procedures, checklists and audit sampling plans

b) forms for recording information, supporting evidence, records of a flndln%s and
meetings.

The use of work documents, such as checklists and forms, should restrict the extent of audit
activities. *

Work documents, and any records resulting from their use, s retained, at least until audit
completion. The requirements for the retention of docu ts,“including records, after audit
completion, are described in clause 6.6.3. Those records involvingseonfidential or proprietary
information should be suitably safeguarded at all times™Byithe audit team members.

6.5  On-site audit activities K |

6.5.1 Opening meeting

An opening meeting should be held to co e'audit plan, clarify how the audit activities will
be undertaken, and to establish communications:“The opening meeting should be held with the
auditee's management or, where appropriate, those responsible for the functions or processes to

be audited. The opening meeti d also include opportunity to the auditee to ask any
questions. v ‘

The meeting should be forma‘ andyrecords of the attendance should be kept. The meeting should

be chaired by the audit te eader. d the following items considered, as appropriate:
a) mtroductlon ‘ofithe artl nts, |nclud|ng an outline of their roles

b) confirmation of t ctives, scope and criteria

c) confirmation oft |metable and other relevant arrangements with the auditee, such
as the date and ti rthe closing meeting, any interim meetings between the audit team
and the |tee nagement and any late changes

d) methodsa dures to be used to conduct the audit, advising the auditee that the audit

of ncertainty inherent in all audits

ion of formal communication links between the audit team and the auditee
ation of the language to be used during the audit
confirmation that during the audit, the auditee will be kept informed of audit progress
confirmation that any resources and facilities needed by the audit team are available
i) confirmation of matters relating to confidentiality
i) confirmation of relevant work safety, emergency and security procedures for the audit team
k)  confirmation of availability, roles and identities of any guides
1) method of reporting including any grading of non-conformities
m) information about conditions on which the audit can be terminated
n) information about any appeal system on the conduct or outcome of the audit.

\%Wlll onIy be a sample of the information available and that therefore there is an
t
onfi

6.5.2 Roles and responsibilities of guides
Where guides are assigned, they should assist the audit team and act on the request of the audit
team leader. Their duties can include ensuring that rules concerning site safety and security
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procedures are known and respected by the auditors, and they can also witness the audit on
behalf of the auditee. Guides should not influence or interfere with the conduct of the audit except
where, with the agreement of the auditor, the guide can provide clarification or assist in
establishing correct information.

6.5.3 Collecting and verifying information
Figure 3 provides an overview of the process steps from collecting information to reaching audit
conclusions.

Figure 3 - Flowchart of the process from collection of information:te reaching
of audit conclusions.

Sources of information \ J
.
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Information relevant to the audit objectives, scope, and criteria, including information relating to
interfaces between functions, activities, and processes should be collected during the audit. It
should be verified by the auditor(s) and can then be considered to be audit evidence. Audit
evidence should be identified as such and recorded.

NOTE The audit evidence will inevitably be only samples of the information available, since an audit is
conducted during a finite period of time and with limited resources. There is thus an element of uncertainty
inherent in all audits, and those acting upon the audit conclusions should be aware of this uncertainty.

The sources of information chosen can vary according to the scope and complexity of the audit

and can include: o

a) interviews

b)  observations of activities and the surrounding work environment and conw >

c) documents, including, for example, policy, objectives, plans, progédures,jinstructions
product certificates and notifications, specifications, drawingsjcontracts orders

d) records, such as inspection records, minutes of meetings, repo IogbooF on customer
complaints and other relevant communication from ex s audit reports,
monitoring programmes and results of measurements

e) data summaries, analyses, metrics and performance indi

f) records of the basis of relevant auditee's sampling grammes gnd the procedures for
ensuring effective quality control of sampling and& mentprocesses

g) reports from other sources, for example, ‘ustomer feedback, external reports and vendor
external providers ratings

h)  computerised data bases and web sites. '

Practical Help — Interviews

Interviews are one of the |mportant eans of collecting information and should be carried

out in a manner adapted to th %n and person interviewed. However, the auditor

should consider the following:

a) interviews should besheld“with ersons from different levels and functions, and
especially with persons perf ng activities or tasks within the scope of the audit

b) whenever ;%s ib e interview should be conducted during normal working hours

and at the nerm l workplace of the interviewed person

c) every emp b made to put the interviewed person at ease prior to the
intervi

d) thereason f erwew and any note taking should be explained

e) |nterV| |n|t|ated by asking the persons to describe their work

f) the interview should be summarised and reviewed with the

iewed person
stlon that bias the answers (leading questions) should be avoided
the rviewed persons should be thanked for their participation and co-operation

6.5.4 Audit findings

Collected audit evidence should be evaluated against the audit criteria to generate the audit
findings. An audit finding can indicate either conformity or nonconformity with audit criteria. If so
decided, audit findings can be graded in accordance with the audit plan.

An audit team should meet as needed to review the audit findings at appropriate stages during
the audit.

Conformities should be summarised to at least indicate locations, functions, processes, or
requirements that were audited.
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Individual audit findings of conformity should also be recorded and supported with audit evidence.

Nonconformities should be recorded and supported by audit evidence. Nonconformities should
be reviewed with an appropriate auditee representative to obtain acknowledgement of the audit
evidence. The acknowledgement indicates that the audit evidence is accurate, and that the
nonconformity is understood. Every attempt should be made to resolve any divergence of opinion
concerning the audit evidence and/or findings, and unresolved points should be recorded.

The audit team leader shall determine whether it is possible for the auditee to correct any
nonconformities raised, prior to the completion of the audit.

6.5.5 Communication during the audit
Dependent upon the scope and complexity of the audit, it can be necessary akeﬁormal
arrangements for communication during the audit. ®

An audit team should confer at least daily in order to exchange\orrrd assess audit
progress, and reassign work between auditors as needed.

During the audit, the audit team leader should periodicall |cat the status of the audit
and any concerns to the auditee and audit client, as appro e. Any ewdence collected in the
audit that suggests a significant risk exposure should berepor ed |mmed|ately to the auditee and,

as appropriate, to the audit client.

Where the available audit evidence indicates tha e&objectlves are unattainable, the audit
team leader should report the reasons it client and the auditee to determine the
appropriate action. Such action can include mation of the audit plan, termination of the
audit or a change in the audit objectives.

Any concern about an issue outsi ?a dit scope should be noted and reported to the audit
team leader, for possible commu ca n to the audit client and auditee. Any need for changes
in the audit scope which m comegparent as on-site auditing activities progress should be

reviewed with and approved by the a;Jdit client and, as appropriate, the auditee.
e

y

6.5.6 Prepa‘atlon or sing meeting

The audit team shoul rlor to the closing meeting in order to:

a) reviewt |t in s and any other appropriate information collected during the audit
b) prepare st of it findings, if appropriate

c) rea@ﬂo n the audit conclusions

d) roles nd tasks for the closing meeting

e) re mmendatlons if specified by the audit objectives

f) ubsequent audit follow-up, if appropriate.

tances a simplified approach can be taken for the audit team review, depending on
audit objectives and scope and the audit team size.

6.5.7 Closing meeting

A closing meeting should be held to present audit findings and conclusions in such a manner as
to ensure that they are understood and acknowledged by the auditee, and to agree, if appropriate,
on the time period for the auditee to present any corrective action plan.

The meeting should be formal and records of attendance should be kept. The meeting chaired

by the audit team leader should be held with the auditee's management and those responsible
for the functions audited.
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Any unresolved diverging opinions relating to audit findings and/or conclusions between the audit
team and the auditee should be discussed and, if possible, resolved. If not resolved, both
opinions should be recorded.

6.6 Reporting on the audit
6.6.1 Audit report preparation and content
The audit team leader should be responsible for the preparation and contents of the audit report.

The audit report should provide a complete, accurate, concise and clear record of the audit and
should contain audit conclusions on issues such as the following, if within the w objectives
and scope:

. extent of conformance of the quality management system to the requireﬁf I%O/IEC
80079-34

. the effective implementation and maintenance of the quality $ana ement , relevant
to the requirements of ISO/IEC 80079-34

o the ability of management review process to ensure the contls Jty, adequacy,

and effectiveness of the quality management system, rélevant toythe requirements of
ISO/IEC 80079-34 v ’

The audit report should also include, or make reference to olloﬂg
a) the identification of the organisational and function Units ot processes audited
b) the identification of the manufacturer andﬂudlt
c) the identification of audit team members % '
d) the date(s) and place(s) the on-site i ities € conducted
e) the audit criteria, and, if applicable, erence documents, against which the audit

was conducted, for example, ISO/IEC 80
f)  the audit findings.

The audit report can also include ‘ r ce, as appropriate:

g) the agreed audit objectives, scope and plan

h) the time period covered by the audit™

i) the identificatidw'oft uditee's key representatives participating in the audit
j) asummary of theﬂud cess including any obstacles encountered

k) a statemént of the co ial nature of the contents

) a dlstrlbutlon I|st th dit report

m) confirma udlt objectives have been accomplished within the audit scope in

accorda W|th audlt plan

n) any@e up action plans

0) solved iverging opinions between the audit team and the auditee
p) t cfvered although within the scope.

ort approval and distribution

ery attempt shall be made for the audit report to be submitted to the audit client within one
th from the date of the audit. The audit team leader should be responsible for monitoring this.
If this is not possible, the audit team leader shall inform the audit client of the reasons for the
delay and a revised issue date then agreed.

The audit report shall be dated and reviewed by the relevant ExCB Manager and approved by a
nominated representative within the ExCB.

The audit report should then be distributed as follows:

) Original to the audit client
o A copy to be retained by the IECEx Certification Body
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When the audit report has been issued to the audit client, the ExCB conducting the audit shall
register the QAR on the official IECEx On-Line System, www.iecex.com

Note: Refer to Operational Document OD 011-2 for guidance regarding On-Line issue of QARs.

The confidentiality of the audit report should be respected and appropriately safeguarded by the
audit team members and all report recipients.

6.6.3 Retention of documents
The audit report should be retained for a period not less than 10 years by the IECBCertification
Body, or longer at their own discretion.

Unless required to do so by law, the IECEX Certification Body, audit team and,th
for managing the audit programme should not disclose the contents of docu
information obtained during the audit, or the audit report, to any other
approval of the audit client and, where appropriate, the approval of t

respSnsibIe
nts, any other
ut the explicit
f disclosure of

rty wit
o

the contents of any audit document is required, the audit client afd auditee should be informed
as soon as possible.

6.7

audit report has been distributed to the m&ufa

Audit completion

Certification Body.

6.8
6.8.1

Audit Follow-up
Review

raised and the manufacturer’s res

The IECEXx Certification Body shoa)d
ns

the report.

The IECEx Certification

F

. 4
should have a unified method of addressing the actions required

following an audit¢ ‘

o )
L

The audit is completed when all activities in the audit Mhave been finalised and the approved

@
The following rating s m\)rovided for guidance.

Wiﬂi a copy retained by the IECEXx

iew the lead auditors audit report, any non conformities
,ind then the IECEX Certification Body should approve

RATING FINITION ACTION FOLLOWING ACTION
e AN INITIAL FOLLOWING A
ASSESSMENT OR RE- SURVEILLANCE
ASSESSMENT VISIT
\&here a quality
management system fully Issue new or updated Issue updated IECEx
meets the requirements or | IECEx QAR QAR
where there are only very
few minor nonconformities.
Also where compliance of
the product is observed
during a product audit.

B | Where the quality Issue new or updated Issue updated IECEXx
management system has a | IECEx QAR upon receipt | QAR upon receipt of
series of minor of satisfactory an acceptable
nonconformities documentary evidence corrective action plan,
Also where compliance of supporting effective which is subject to
the product is observed corrective action which is | verification at the next
during a product audit. then subject to visit.
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6.8.2

RATING DEFINITION ACTION FOLLOWING ACTION
AN INITIAL FOLLOWING A
ASSESSMENT OR RE- SURVEILLANCE
ASSESSMENT VISIT
verification at the next
surveillance visit
C | Where the quality Issue new or updated Issue updated IECEXx
management system has IECEx QAR only after a QAR only after a
major nonconformities satisfactory follow-up satisfactory follow-up
and, or there is a non- visit has verified that the visit has verified that
compliant product corrective actions have the corrective actions
observed during the been effectively have been eﬁvely
product audit. documented and docume
implemented. implement Should”
the manufact fail
ke timely. an
ff tl\‘e CO%C’[IVG
IECEx Certification
y reserves the
rlgi'l to suspend or
ancel the IECEx
Certificate of
Conformity.
D | Where the quality Suspend the IECEx
management system has Certificate of
many major Conformity pending a
nonconformities which further complete
may include non-compliant | management system has | assessment to re-
product observed durin been satisfactorily establish the
the product audit L‘ ‘completed. effectiveness of the
quality management
5% system. This is to be
< followed by
surveillance visits at a
frequency which
\ maintains confidence
in the effectiveness of
the quality
management system.
y
here there is no quality Close the application, no Cancel the IECEx
:'%nagement system or a IECEx QAR to be issued Certificate of
system that has serious or re-issued Conformity and inform
deficiencies rendering it other IECEx
ineffective Certification Bodies

Issue of QAR

A Quality Assessment Report (QAR) shall be valid for a period not exceeding 3 years.

IECEx Certification Bodies shall register the QAR on the IECEx Website in accordance with
Operational Document OD 011 Part 2. This On-line registration provides the following summary
information, which is publicly available.
QAR reference number

ExCB conducting the audit
Manufacturer and audit location(s)
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e |ECEXx Certificates of Conformity linked to the QAR
e Comments of the ExCB if any

In accordance with OD 011-2, the online QAR summary should include the Manufacturer’s
name in the “Manufacturer” field, and the location(s) audited in the “Site(s) Audited” field. The
ExCB shall consider whether a separate QAR is needed for each site audited.

The “Comments” field or Annex C of a completed IECEx Form F-001 may be attached to efthe
QAR summary sheould-be-used to explain the relationships between sites audited, in cases
when different critical operations take place at different locations. One exception to this is for
Case 2 or Case 3 Trade Agents per OD 203, when the relationship between the Aagent
and OEM is to be kept confidential. In these cases the details are to appear i QAR but not
in the online QAR summary.

In addition, IECEXx Certification Bodies shall inform the IECEx Sec’tary any
Certificates of Conformity that are to be suspended or cancelled. Th sur hat other
IECEX Certification Bodies are informed of all Certificates that a ded or
cancelled.

7 Application of remote auditing methodsww
S,

7.1 Introduction o
Manufacturer audits shall be conducted on-site and i or’mless otherwise provided for in
this section. Remote audits that are required dueie ex ary circumstances or events are

handled in accordance with IECEx OD

Accredited-ExCBs conducting remote audits shall ompliant with sheuld-have IAF MD 4
requirements. Demonstration of thissean be provided by ineluded-intheir national accreditation
to conduct remote audits OR by ve @ via assessments conducted in and-be-considered-as

nationally-aecredited-in-accordance IECEx OD 003-2_and IECEx OD 032.
iVE foi\autlllzatlon of remote auditing methods
1ethods’is permitted when the location being audited has a limited
ction or final release of the product and the ExCB determines

that a complete ﬁm f the respon3|b|l|t|es of that location can be conducted effectively
without being o >

ocess shall be maintained and be available for review during peer
e ExCB and upon request from the IECEx Secretariat.

ns, such as the management of training records, oversight of the recall of nonconforming product process,
auditing, management review, or customer-related processes (for example, order entry and contract review).
Remote audits are not be used as the regular or preferred method of auditing sites that perform critical functions such
as production and final release.

Care must be taken to ensure that all critical activities that could affect the compliance of the
product are audited effectively and in cases of doubt, an on-site audit is required.
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An audit utlilizing -remote auditing methods may only proceed once a fully documented plan is

established and sufficient documentation and client personnel are available to ensure an
acceptable outcome of a full and complete audit. Fo N

7.32 Preparing for a remote audit T
Utilization of rRemotinge auditing methods shall be conducted usirﬁthe ‘me principles and
requirements detailed in this Operational Document unless otherwise“identified in this section.

7.43 Audit

.43 Audits 4

7.43.1 Pre-Audit document review v

Utilization of rRemote auditings methods should include a presauditdoéument review whereby
the manufacturer provides sufficient documents to allow‘@ireview, by the auditor prior to
conducting the remote auditing activities. ‘ K 4

If required, upon successful completion udi r’ent review, the results of the
document review may be provided to the er to assist with the remote auditing
activities.

7.43.2 Remote audit
It is expected that the activities in

e opening entry mee&g

e completion of th?docw ntand reg)rds review
%e

e video tour ofﬁfa ility, ing of measuring equipment and applicable routine testing, if
applicable
e closing exit meetin uss the audit findings.

Qg—’
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