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a) Operational Document IECEx OD 003-2 for the Certified Equipment Scheme
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1 Assessment information

1.1 Type of Body covered by this assessment: 
	ExCB for IECEx Certified Equipment Scheme
	(

	ExTL for IECEx Certified Equipment Scheme
	(

	ExCB for IECEx Certified Service Facilities Scheme
	(

	ExCB for IECEx Conformity Mark Licensing System
	(


NOTE 1
ExCB - IECEx Certification Body

NOTE 2
ExTL - IECEx Testing Laboratory

1.2 Type of assessment: 

	Pre-assessment for candidate body
	

	Initial assessment for candidate body
	

	Surveillance 
	

	Re-assessment 
	(

	Scope extension
	


1.3 Details of body

1.3.1 Country
France
1.3.2 Name of body

LCIE 

33 Avenue du General Leclerc, 
FR 92260 Fontenay-aux-Roses 
France
1.3.3 Name and title of nominated principal contact
	Name
	Title
	E-mail address

	Michel Brenon
	
	


1.4 Assessment information 

1.4.1 Members of the assessment team

	Name 

	Role (modify as necessary)

	Chris Agius
	Team Leader 

	Herbert Peters
	Expert Peer Assessor (TUV Nord)

	
	


1.4.2 Place(s) of assessment
	33 Avenue du General Leclerc, 
FR 92260 Fontenay-aux-Roses 
France

	


1.4.3 Assessment date(s)

23 – 25 January 2013 4.5 mandays on-site and Follow up site visit 21+22 November 2013
1.5 Application information
Re-assessment Report no new applications involved.
1.6 Scopes

1.6.1 ExCB scope for equipment certification scheme
<To be initially completed by body being assessed – delete those not applicable.  Add other superseded standards if specifically wanted in scope>
	Number 
	Title 

	IEC 60079-0 

Edition 6
	Explosive atmospheres - Part 0: Equipment - General requirements 

	IEC 60079-1

Edition 6
	Explosive atmospheres - Part 1: Equipment protection by flameproof

enclosures “d”

	IEC 60079-2 

Edition 5
	Explosive atmospheres - Part 2: Equipment protection by pressurized

enclosure «p»

	IEC 60079-5

Edition 3 
	Explosive atmospheres - Part 5: Equipment protection by powder filling «q»



	IEC 60079-6

Edition 3  
	Explosive atmospheres - Part 6: Equipment protection by oil immersion «o»

	IEC 60079-7

Edition 4 
	Explosive atmospheres - Part 7: Equipment protection by increased

safety "e"

	IEC 60079-11

Edition 6 
	Explosive atmospheres - Part 11: Equipment protection by intrinsic safety “i”

	IEC 60079-13

Edition 1
	Explosive atmospheres - 

Part 13: Equipment protection by pressurized room 'p' 

	IEC 60079-15

Edition 4 
	Explosive atmospheres – Part 15: Equipment protection by type of protection "n"

	IEC 60079-18

Edition 3 
	Explosive atmospheres – Part 18: Equipment protection by encapsulation “m”

	IEC 60079-25

Edition 2
	Explosive atmospheres – Part 25: Intrinsically safe electrical systems

	IEC 60079-26

Edition 2 
	Explosive atmospheres - Part 26: Equipment with equipment protection

level (EPL) Ga

	*IEC 60079-27

Edition 2 
	Explosive atmospheres – Part 27: Fieldbus intrinsically safe concept (FISCO)

	IEC 60079-30-1

Edition 1
	Explosive atmospheres – Part 30-1: Electrical resistance trace heating – General and testing requirements

	IEC 60079-31

Edition 1
	Explosive atmospheres – Part 31: Equipment dust ignition protection by enclosure "t"

	*IEC 61241-0

Edition 1 
	Electrical apparatus for use in the presence of combustible dust - Part 0: General requirements

	*IEC 61241-1 
Edition 1
	Electrical apparatus for use in the presence of combustible dust - Part 1: Protection by enclosure “tD”

	IEC 61241-4 

Edition 1
	Electrical apparatus for use in the presence of combustible dust - Part 4: Protection by pressurization "pD"  

	*IEC 61241-11

Edition 1 
	Electrical apparatus for use in the presence of combustible dust – Part 11: Protection by intrinsic safety 'iD'

	*IEC 61241-18

Edition 1 
	Electrical apparatus for use in the presence of combustible dust - Part 18: Protection by encapsulation "mD"


NOTE 1
Standards shown with an asterisk (*) are superseded standards

NOTE 2
Unless otherwise indicated, earlier editions of standards (even if with a different number) are considered to be covered in the above scope for the purposes of the assessment.

NOTE 3
The above list highlights any extension of scope in the list above for new standards or later editions of standards already in scope.

1.6.2 ExTL scope

The ExTL scope is the same as for the ExCB. The ExTL is an integral part of the same Organisation but yet sufficient separation exists between testing and certification decision.  
1.6.3 ExCB scope for Service Facilities Scheme

	60079-19

Edition 3
	Explosive atmospheres – Part 19: Equipment repair, overhaul and reclamation

	Plus the following types of protection
	ID
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Flameproof Enclosure "d"
	d
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Increased Safety "e"
	e

	[image: image3.png]


Type of Protection "n"
	n
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Intrinsic Safety "i"
	i
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Oil Filled "o"
	o
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Pressurisation "p"
	p
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Dusts to IEC 60079-31 "t"
	t
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Dusts to IEC 61241-1 "tD"
	tD
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Dusts to IEC 61241-1-1 "DIP"
	DIP
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Other
	Ot


An initial assessment for IECEx 03 was undertaken but items raised to be dealt with and places the scope extension to cover IECEx on-hold for the present.

1.6.4 ExCB scope for ExMark Scheme

Full scope as shown for ExCB above.  Reviewed procedures and examples of ExMark Licenses issued by LCIE, namely LCIE 001, LCIE 002, LCIE 003 and found that procedures and licenses issued meet IECEx requirements.
2 Common information
2.1 Legal entity of body
LCIE operating under Bureau Veritas is a legally registered company of France.  Thisw as confirmed during the assessment
2.2 Financial support
LCIE derives its funds from charging for its testing and certification services on a commercial fee for service basis.
2.3 History
LCIE S.A has been functioning in France for more than 30 years, operating under the laws

of France as an authorised body to issue conformity certificates for Ex equipment. When

LCIE S.A became registered as a company in 1996, it absorbed the certification services

previously under the control of UTE. (Union Technique de I'Electricite acting in the field of

ATEX on behalf of AFNOR). On 5th March 2000, LCIE S.A. came under new ownership when it was purchased by Bureau Veritas.
2.4 Documentation
2.4.1 Quality manual

A review of the LCIE Quality Manual revealed that the QA system addressed IECEx requirements and is under the surveillance of the accreditation by CORFRAC
2.4.2 Procedures

A review of the Quality System procedures revealed that IECEx requirements are met.  During the assessment various detailed issues were raised requiring some updating of the procedures to ensure that the following is addressed:
· Internal auditing to ensure that all elements of the IECEx Schemes are addressed

· Matters raised as part of internal audits are also reported to Management for Management Reviews

· Staffing are always kept updated of new and revised IECEx documents.

2.4.3 Work instructions
Work Instructions are embedded within LCIE procedures that cover the IECEx processes as detailed above. 
2.4.4 Records (including test records where relevant)
While the LCIE PAQ_01 procedures details the information of files that is to be retained, the LCIE Global Quality Procedure “Traceability and Archive of Client Files” details the duration files are to be retained which is 30 years from last action undertaken with the file.

.
2.4.5 Document change control

LCIE Document Control System provides for review and then approval of documents prepared by LCIE Staff.   The document change control system also addresses the changes that occur within the IECEx system with the latest editions of IECEx Documents retained on the LCIE Intranet as well as a clear statement requiring that Staff check the status of any revisions by visiting the IECEx website.
2.5 Confidentiality
LCIE Management and Staff are bound by Confidentiality and Conflict of Interest.  Signed copies of the form by various LCIE Staff were noted during the assessment.
2.6 Publications (Hard cover and Electronic)
The LCIE system provides for a combination of hard copies and also electronic copies of files and documentation including publications
2.7 Recognition and agreements
LCIE thru their BV organisation enjoy various agreements and recognitions including being an ATEX NB in the Ex field and operating all other IEC CA Schemes.
2.8 Internal audit and periodic management review
While LCIE operate an internal audit system, issues raised above under 2.4.2 leading to an NCR being raised which was cleared during post assessment reviews following the site visit,
2.9 Contracting, subcontracting, use of other labs and use of other locations
LCIE make use of the OD 024 procedures for use of testing at other locations but also have procedures and system in place to control use of contracted resources. 
Some upgrading of procedures were undertaken following the site visit to improve the use of the OD 024 system for testing at other premises, including. 
· For witness testing (only) - according to 6.3.5 of OD024 - Registration of the manufacturer or user test facility has been made with the IECEx Secretariat and updating of the current information in the Register
· That ExTRs reviewed clearly indicate when there has been witness testing done)
2.10 Training and competence
LCIE operate a well structured and proven system of training and qualification of staff for the various elements of the testing and certification process.
2.11 Complaints and appeals (including appeals to IECEx)

LCIE operate a system for dealing with Complaints and appeals including provision for appeals to the IECEx after the LCIE appeal process has been exhausted.
2.12 Special facts to be noted

2.12.1 Supporting documentation

Copies of additional supporting information for this assessment have been provided to the applicant and the IECEx Secretariat.  These are included in a site assessment report and include:

· Details of issues raised and how these have been resolved

· Checklist for ISO/IEC Guide 65

· Checklist for ISO/IEC 17025

· Completed technical guidance notes (TGDs) 

· Photos of the facilities/tests witnessed
· Assessors’ notes
· Other?
2.13 Recommendations 

Based on the re-assessment performed LCIE is recommended for (continued) acceptance in the IECEx scheme as:
· An ExCB in the IECEx Certified Equipment Scheme

· An ExTL in the IECEx Certified Equipment Scheme
· An ExCB in the IECEx Conformity Mark Licensing System
This is according to the scope of the standards listed in this document (including the extension of scope), (subject to resolution of the issues found during the assessment).  

	Chris AGIUS
	Herbert PETERS

	Lead Assessor
	Expert Assessor 


Date:  30 November 2013
3 ExCB for IECEx Certified Equipment Scheme

3.1 Assessment references

a) IECEx02 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Rules of Procedure

b) OD003-2  Assessment, surveillance assessment and re-assessment of ExCBs and ExTLs operating in the IECEx 02, IECEx Certified Equipment Scheme  

c) OD005-1 IECEx Quality System Requirements for Manufacturers – Part 1: Guidance on the establishment and maintenance of a quality system

d) OD005-2 IECEx Quality System Requirements for Manufacturers – Part 2: Audit Checklist.  (This is available in a Word format for use by ExCBs)
e)  ISO/IEC 80079-34 Edition 1, Explosive atmospheres – Part 34: Application of quality systems for equipment manufacture 
f) OD009 Issuing of CoCs, ExTRs and QARs

g) IECEx Document OD 025 Guidelines on the Management of Assessment and Surveillance programs for the assessment of Manufacturer’s Quality Systems in accordance with the IECEx Scheme 
h) OD0026 IECEx Certified Equipment Scheme – Guidelines for the qualification of Lead Auditor and Auditors, in accordance with the IECEx System
i) ISO/IEC Guide 65:1996, Edition 1, General requirements for bodies operating product certification systems
j) IECEx Document OD17 Drawing and documentation guidance 
k) IECEx Technical Guidance Documents (TGDs)

l) ExTAG decision sheets (DSs)
NOTE
The latest editions of the above documents were applied
3.2 Candidate ExCB persons interviewed

	Name
	Position

	Michel Brenon
	Head of Certification

	Julien Gauthier
	Head of Laboratory

	Other Staff as listed in the LCIE Competency matrix syste
	


3.3 Associated ExTL(s)
LCIE as ExTL is integral with the ExCB
3.4 Associated certification functions

LCIE are both ExCB and ExTL in the IECEx Scheme but retain sufficient separation of final certification decision.
3.5 National marks and certificates

LCIE make use of their own BV logo and authorised as a European Notified Body for various EU Directives including ATEX.
3.6 Standards accepted

See clause 1.6 of this report

3.7 National differences to IEC standards

National differences to IEC standards are those for the European Group differences are listed in the latest version of the IECEx Scheme Bulletin.

3.8 Organisation
3.8.1 Names, titles and experience of the senior executives
	Name
	Title
	Experience

	Michel Brenon
	Head of Certification
	+35 years in certification

	
	
	


3.8.2 Name, title and experience of the quality management representative
	Name
	Title

	Marc Lescure
	Quality Manager


3.8.3 Name and title of signatories for certification
	Name
	Title
	Comments

	Michel Brenon
	
	

	
	
	


3.8.4 Other employees in ExCB activity

	Name
	Title
	Responsibility and Experience in Ex

	Maryse INCATASCIATO
	
	Quality Department

	Others as listed on the LCIE Competency Matrix
	
	

	
	
	

	
	
	


3.9 Organizational structure

A well structured and long established organisational structure that was also part of the BV overall organisation.
3.10 Administration

3.10.1 Administrative structure
An administrative structure was found to support the day to day certification operations.
3.10.2 Indemnity insurance

The assessment team confirmed that the appropriate indemnity insurance was in place and is current.
3.11 Resources
Sufficient resources were noted with the necessary competence of staff and systems were confirmed during the assessment. 
3.12 Committees (such as governing or advisory boards)
LCIE operate an advisory committee comprising experts from industry and key stakeholders. 
3.13 Certification operations
3.13.1 National approval/certification methods

LCIE operate as an EU ATEX Directive Notified Body, along with being a certification body for many other Directives and systems.
3.13.2 Application for certification

Application process for LCIE testing and certification is by initial contact with LCIE representatives and is clearly communicated to inquiries.
3.13.3 Certification decision

Certification decisions are taken separate to any other decisions concerning evaluations/ testing.  The process outlined in OD 009 is followed and the requirements of ISO/IEC Guide 65 are met.
3.13.4 Suspension and cancellation of certificates

Procedures exist for the process of dealing with the need to suspend or cancel certificates.  These were reviewed and found to meet IECEx requirements.
3.14 National accreditation
LCIE hold national accreditation by CORFRAC for many areas of technology including Ex testing and certification.
3.15 Assessment of manufacturers and issue of QARs
LCIE follow the IECEx ODs and rules concerning the assessment of manufacturers applying for IECEx certification.
3.16 Comments (including issues found during assessment)

A number of minor issues were found during the January 2013 site visit which were addressed and closed during the November 2013 follow up site visit.  These included issues relating to:
· A need to review the content of assessment/evaluation during the final certification review and prior to decision being made
· A review of the method of closing the loop on issues raised during internal audits to ensure that they are not simply carried forward

· Updating of procedures associated with OD 024 for testing at other locations

· A review of the process for manageming out of date QARs to ensure that all manufacturers are subjected to on-going auditing as they fall due

· A review to ensure that ExTRs contain sufficient information to enable ExCBs to make their certification decisions

· A review of the IP6X test was required.

· A review of the Spark Test Apparatus procedure and instruction in order to perform 200 turns in first polarity + calibration and 200 turn in reverse polarity + calibration.
These issues were resolved and reviewed during the November 2013 follow up assessment and closed by the assessment team as meeting IECEx requirements.

4  ExTL for IECEx Certified Equipment Scheme

4.1 Assessment references

m) IECEx02 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Rules of Procedure

n) IECEx OD003-2 Assessment, surveillance assessment and re-assessment of ExCBs and ExTLs operating in the IECEx 02, IECEx Certified Equipment Scheme  

o) IECEx OD009 Issuing of CoCs, ExTRs and QARs

p) ISO/IEC 17025:2005 Edition 2, General requirements for the competence of testing and calibration laboratories
q) IECEx Document OD17 Drawing and documentation guidance 
r) IECEx Technical Guidance Documents (TGDs)

s) ExTAG decision sheets (DSs)
NOTE
The latest editions of the above documents were applied.
4.2 Candidate ExTL persons interviewed

	Name
	Position

	Julien Gauthier 
	Head of Laboratory

	Others as listed in the LCIE Matrix 
	


4.3 Associated ExCB(s)
LCIE are both ExCB and ExTL.
4.4 Organisation

Refer Section 2.
4.4.1 Names, titles and experience of the senior executives
	Name
	Title
	Experience

	Michel Brenon
	Head of Certification
	


4.4.2 Name, title and experience of the quality management representative
4.5 Organizational structure

See Annex
4.6 Resources

Sufficient resources exist to enable LCIE to adequately perform the functions of both an ExCB and ExTL.
4.7 National accreditation

The Assessment team conformed the currency and scope of the CORFRAC accreditation.
4.8 Calibration
 LCIE procedures dealing with the issues of calibration in line with the requirements of IECEx. 
4.9 Comments (including issues found during assessment)

See section 2.
5 IECEx Conformity Mark Licensing System
5.1 Assessment references

t) IECEx04 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – IECEx Conformity Mark Licensing System – Regulations
u) IECEx04A IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Guidance for making applications for and use of IECEx Conformity Mark
v) OD022 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Rules and Procedures for the granting of Licenses to issue and use the IECEx Conformity Mark
w) OD023 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Terms and Conditions for use of the IECEx Conformity Mark
NOTE
The latest editions of the above documents were applied
5.2 Comments (including issues found during assessment)
The assessment team reviewed and confirmed procedures relating to LCIE control over applications and the processing of IECEx Conformity Mark Licenses issued.

 Annexes

See Contents.  (add, modify or delete annexes as necessary).  Please note the following instructions for the IEC template:
NOTE When creating a new annex DO NOT type the word Annex, just create a new empty page and then apply the styles ANNEX_title to the first (empty) line. The word "Annex"  followed by the letter "A" or "B", etc will automatically appear.

TIP: When typing annex titles, separate the lines of the title by "shift+return"
Annex A 
Overall Organisation Chart
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Annex B 
Corfrac Accreditation
[image: image12.png]i Doc 1 - COFRAC 5-0014.pdf - Adobe Acrobat Pro =]

File Edit View Window Help G Chris Agius -
Do |[Bee- |[H@BFH|e0obBOEH conome - | [ ||, | e -
A = A 1 . ept
@[5 NG| = s [-]| 5 B Tools | Fill&Sign = Comment - eplace
o | Iy select~
= ediing ~

7.1 18
ATTESTATION D’ACCREDITATION

ACCREDITATION CERTIFICATE
N°5-0014 rév. 8

Le Comits Frangais dAccréditation afteste que
The French Gommites for Acereatation ceries it

LCIE
33, avenue du Général Leclerc
92260 FONTENAY-AUX-ROSES

‘satistat aux exigences e a norme / il th requirements o the standard NF EN 45011:1898
‘et aux régles du Cofrac | and Golrac rules

pour les actvtés de / for stvises of

Evaluation de Ia Conformité CE /EC Conformity sssecsment
Certification de Produits Industriels entrant dans le champ dapplication des articles L115-27 et
Suivants, et R115-1 et suivants du Code de Ia Consommation / Manufscturing products certfication
concerned by French reguiations

Certification par essai de type etiou certification de type par évaluation de la conception
Certfcation by type testing andlor cerifisaton by ype design assessment

Certification de Produits Industriels wentrant pas dans le champ d'application des articles L115-
27 et suivants, et R115-1 ot suivants du Code de Ia Consommation / Products certfcation except
products concarned by French regulations "Code da la Consommation”

réalisées par lentié ci-dessus désignée et e(s) site(s) éventuel(s) c-dessous | performed by the sbove
mentioned entity and the ite(s)below

[

et précisément décrites dans la ou les annexes techniques suivantes | and precisely described i the
falowing technical annxes

5.0014-1 Rév. 8

Date de prise deffet/ granting date - 0111112012
Date de fin de valkits | expiy date - 3110312015
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