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Introduction

In accordance with the 5 year re-assessment plan for the surveillance and monitoring of bodies within the IECEx System, this document contains the IECEx Re-assessment Report for INERIS, an Accepted ExCB. 
This Report is issued for endorsement during the 2011 ExMC Split Meeting. 

Chris Agius

IECEx Secretariat
	IECEx Secretariat

Standards Australia Building

286 Sussex Street

Sydney  NSW 2000

Australia


	Tel:  +61 2 8206 6940

 Fax: +61 2 8206 6272 

 Email: chris.agius@iecex.com


IECEx ASSESSMENT REPORT FOR INERIS
 (IECEx Certification Body, ExCB) 

Type of Assessment: (please mark)

Re-Assessment of ExCB




X




1. OBJECT AND FIELD OF APPLICATION

1.1. Country: 

FRANCE
1.2. Name of Candidate ExCB

Institut National de l'Environnement Industriel 
et des Risques (INERIS)
Parc Technologique ALATA 

F-60550 Verneuil-en-Halatte

FRANCE
1.3. Members of the Assessment Team

Jim MUNRO – Lead Assessor

Nick LUDLAM - Assessor

1.4. Place and Date of Assessment

INERIS

Parc Technologique ALATA

60550 Verneuil-en Halatte 

25 and 26 May, 2010
1.5. Assessment References

i) IECEx 02 Third Edition 2006-11  IECEx Scheme rules of procedure

ii) IECEx OD 003 IECEx Assessment procedures

iii) IECEx OD 005 V2 Quality System requirements for manufacturers

iv) IECEx OD 009 Issuing of CoCs, ExTRs and QARs

v) IECEx Document OD 025V1 (ExMC/161/CD) Management of assessment and surveillance programs for manufacturers (includes QAR forms)

vi) ISO/IEC Guide 65:1996

vii) IECEx Document OD 17 Drawing and documentation guidance

1.6. Scope of Application (to be selected)
	Number 
	Title 

	60079-0 

Edition 5
	Explosive atmospheres - 
Part 0: Equipment - General requirements 

	60079-1

Edition 6
	Explosive atmospheres -
Part 1: Equipment protection by flameproof enclosures “d”

	60079-2 

Edition 5
	Explosive atmospheres -
Part 2: Equipment protection by pressurized enclosure “p”

	60079-5

Edition 3 
	Explosive atmospheres -
Part 5: Equipment protection by powder filling “q”

	60079-6

Edition 3  
	Explosive atmospheres -
Part 6: Equipment protection by oil immersion “o”

	60079-7

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

	60079-11

Edition 5 
	Explosive atmospheres -
Part 11: Equipment protection by intrinsic safety “i”

	60079-15

Edition 4  
	Electrical apparatus for explosive gas atmospheres -
Part 15: Construction, test and marking of type of protection "n" electrical apparatus

	60079-18

Edition 3 
	Electrical apparatus for explosive gas atmospheres -
Part 18: Construction, test and marking of

type of protection encapsulation "m" electrical apparatus

	60079-25

Edition 2 
	Electrical apparatus for explosive gas atmospheres -
Part 25: Intrinsically safe systems

	60079-26

Edition 2 
	Explosive atmospheres -
Part 26: Equipment with equipment protection level (EPL) Ga

	60079-31

Edition 1
	Explosive atmospheres – 

Part 31: Equipment dust ignition protection by enclosure "t"

	61241-0

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

	61241-1 
Edition 1
	Electrical apparatus protected by enclosures and surface temperature 
Part 1: Protection by enclosures 'tD'

	61241-1-1

Edition 2
	Electrical apparatus protected by enclosures and surface temperature limitation - Part 1-1: Specification for apparatus

	61241-4 

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

	61241-11

Edition 1 
	Electrical apparatus for use in the presence of combustible dust – 

Part 11: Protection by intrinsic safety 'iD'

	61241-18

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


1.7. Candidate ExCB Persons Interviewed
	Name
	Position

	Thierry Houeix
	Ex Certification Officer

	Olivier Cottin
	Head of the Ex Certification Unit

	Reine Landa
	INERIS Quality Manager

	Eric Faé
	Project Manager & Factory auditors, and Quality Manager for IECEx


1.8. Legal Entity of the Candidate ExCB
There is a decree of creation from the Government for the creation of Institut National de l‘Environnement Industriel et des Risques (INERIS) as a public research body of an industrial and commercial nature, under the supervision of the French Ministry of the Environment and Sustainable Development. It has a special status and the organisation is not a Government body as such. The employees are employed by INERIS, not the Government.  The site and buildings are owned by INERIS.  The decree (number 09-1089) dated 7 December 1990 was viewed and provided evidence that INERIS is a legal entity.
1.9. Associated Testing Laboratories
The associated ExTL is located in the Accidental Risks Division of INERIS.   Two years ago there was a functional separation made between the ExCB and ExTL.  However, occasionally staff from the ExCB may do witness testing at manufacturers as an ExTL function.  The staff of the ExTL also provide manufacturing auditors. 
1.10. Associated Certification Functions
INERIS is a notified body under ATEX (see below).  It also issues certificates for explosives, EMC, machinery.  They do voluntary certification for function safety SILs to IEC 61508.  They are a notified body for pyrotechnics.  They also do certification of repair workshops and personnel competency for local INERIS schemes.  At the time of the assessment they had applied to be an ExCB for personnel competencies. They were subsequently accepted into the IECEx Scheme for Certification of Personnel Competencies, in April 2011. 
1.11. National Marks and Certificates
INERIS is a notified body for the European ATEX directive 94/9/EC under which the CE and [image: image1.jpg]


 Marks are controlled. INERIS, as of June 2010, has been approved to issue the IECEx Conformity Mark License. 
1.12. Financial Support
Under the INERIS financial policies, the testing and certification activities of INERIS are required to be run on a self-financing basis from the fees charged for their services. 
1.13. History
INERIS has a mission of assessing and preventing accidental and chronic risks to people and the environment due to industrial plants, chemical substances and underground operations.
Founded in 1990, INERlS is a public institution with industrial and commercial dimensions, under the supervision of the Ministry for National and Regional Development and the Environment.
Before becoming INERIS, the Ex team was part of CERCHAR, which was the French Research Centre for Coal Mine Industry.
INERIS is a Notified Body in the context of European directives regarding explosive atmospheres, hardware and explosives for civil use and electromagnetic compatibility (EMC)
INERIS’s experts are involved in the following main areas:

· Equipment, hardware, systems, protective devices, gas sensors and detectors: explosive atmospheres (ATEX), ElectroMagnetic Compatibility (EMC), and the Machinery and Low Voltage (LV).

· Machinery and installations in explosive locations: gas, dust.

· Electronic systems: system safety, operational reliability, lightning protection, etc.

· Safety components and devices.

· Explosives and pyrotechnics.

· Transport of dangerous goods, equipment and related items.

· Dangerous goods.
1.14. Standards Accepted
As a European ATEX notified body, INERIS works to the CENELEC standards, which are technically identical to the IEC standards.   All the CENELEC standards are parallel voted with the IEC standards without separate standards development. 
See clause also 1.6 of this report.
1.15. National Differences to IEC Standards
National differences to IEC standards are listed in the latest version of the IECEx Scheme Bulletin.

2. ORGANISATION

2.1. Names, Titles and Experience of the Senior Executives
	Name
	Title
	Experience

	Christian Michot
	Director, DCE
	· Certification Manager since 1999
· Responsible for the certification of the explosives for civil (non-military) uses
· International expert in explosions and dangerous products 

	Thierry Houeix
	Ex Certification Officer
	· Ex Certification Officer since 2007

· Ex expert since 1995

· SC31M ISO/IEC PT80079-34 Project Leader 


2.2. Name, Title and Experience of the Quality Management Representative
	Name
	Title
	Experience 

	Reine Landa
	Quality and Metrology Manager
	Since 2001

	Pierre Gruet
	Quality and Accreditation Manager
	Since 2007

	Eric Faé
	Quality Manager for IECEx (in addition to other duties)
	11 years in Ex


2.3. Name and Title of Nominated Principal Contact
	Name
	Title
	Comments

	Thierry Houeix
	Ex Certification Officer
	


2.4. Name and Title of Signatories for Certification
	Name
	Title
	Comments

	Thierry Houeix
	Ex Certification Officer
	

	Christian Michot
	Certification Manager
	In the absence of Thierry Houeix. Or other person having delegation by General Manager


2.5. Other Employees in ExCB activity
	Name
	Title
	Responsibility and Experience in Ex

	Olivier Cottin
	Head of the Ex Certification Unit
	6 years

	Eric Faé
	Project Manager & Factory auditors
	11 years

	Claude Demaret
	Project Manager
	20 years

	Gilbert Giacalone
	Project Manager
	34 years

	Mihai Demeter
	Project Manager
	2 years


2.6. Organizational Structure
See Annex A.

2.7. Administration (including Indemnity Insurance)
INERIS holds professional indemnity and public liability insurance. These are covered in one policy which was reviewed and found at the time of the assessment visit to be valid to 31 December 2010. INERIS have subsequently confirmed that the policy has been re-issued and provided a copy that showed it is now valid to 31 December 2011.
3. RESOURCES
There are appropriate resources in terms of buildings, equipment, services and trained personnel.  A business plan is produced from which budgets are set and reviewed quarterly during the Directors’ meetings. There is an annual appraisal system that helps ensure competent staff through identification of future training needs. 
4. COMMITTEES / Governing Board / Appeals / Advisory Board
The composition and terms of reference of the Certification Committee are given in PR0864 (general requirement for committees) and DI0950 (specific requirements for ATEX and IECEx – The Ex Equipment Committee). The Ex Committee comprises representatives of manufacturers, users, standardisation and governmental interests with no single interest predominating.  The content of the procedures meet the requirements of ISO/IEC Guide 65 and the IECEx requirements.
5. CERTIFICATION OPERATIONS
5.1. National Approval/Certification Methods
The national certification system for Ex products is that of the ATEX directive 94/9/EC. Under the directive Zone 0 and Zone 1 electrical products are required to undergo type examination by a notified body with the manufacturer of the products being subject to quality assurance monitoring or product verification by a notified body. Because there is no requirement for the same notified body to undertake both design and manufacturing conformity assessments, the European ATEX system cannot be regarded as a true Type 5 system. The standards and methods used for the various conformity assessment activities do, however, relate closely to those employed within IECEx.   
5.2. Certification Policy
The Quality Manual is available in the website and in printed form.  It contains a quality policy that makes reference to product certification.  Further aspects related to certification policy are covered in procedures PR0861, PR0868, PR0864 and DI0950 and were seen to be in conformity with the requirements of ISO/IEC Guide 65 and IECEx 02.
5.3. Application for Certification
The applicant can ask for an application for certification by any method, including by e-mail, in person, by writing etc.  Once this is done a technical and commercial offer is sent to the applicant.  
By issuing his purchase order, the customer admits having knowledge of the sales and certification general and specific terms applicable to INERIS as stated in the offer.
The approach is laid out in procedure PR0868. This procedure was checked and found to meet the requirements of the IECEx.
5.4. Certification Decision
In principle, the certification decision is taken by INERIS General Manager (Vincent Laflèche), but he has delegates who are:

 - Christian Michot – Certification Manager

 - Dominique Charpentier – Deputy Certification Manager or

 - Thierry Houeix – Ex Certification Officer

 

The above is documented in the PR0861AA clause 12 and PR0868, clause 12.  Normally for Ex product certification Thierry Houeix is the independent reviewer and he takes the decision based on the ExTR and the certification file, but Dominique Charpentier, Christian Michot and Vincent Laflèche can also sign the ATEX and IECEx certificates.  Only Thierry Houeix has access to the level 1 password to make the certificate current.  The competency matrix DI-1213 shows him as the only person with the authority to carry out this action.    

5.5. Suspension and Cancellation of Certificates
The suspension of certificates rules is well defined in PR0868 document and there is specific reference as to how this relates to the IECEx System.    
6. STATISTICS

6.1. Certificates Issued

Number of certificates issued under the IECEx for the preceding five years for each type of protection:
	Standards
	Title
	Number of issued certificates
	 

	 
	 
	2006
	2007
	2008
	2009
	2010
	Total

	60079-0 
	General requirements
	3
	8
	14
	23
	23
	71

	60079-1
	Flameproof enclosures “d”
	3
	8
	10
	13
	16
	50

	60079-2
	Pressurized enclosure «p»
	0
	0
	0
	0
	1
	1

	60079-5
	Powder filling «q»
	0
	0
	0
	0
	0
	0

	60079-6
	Oil immersion «o»
	0
	0
	0
	0
	0
	0

	60079-7
	Increased safety "e"
	0
	1
	1
	4
	5
	11

	60079-11
	Intrinsic safety “i”
	2
	2
	7
	12
	10
	33

	60079-15
	Type of protection "n"
	0
	0
	0
	2
	0
	2

	60079-18
	Encapsulation "m"
	0
	0
	1
	1
	0
	2

	60079-25
	Intrinsic safety System
	0
	0
	0
	0
	0
	0

	60079-26
	Protection level (EPL) Ga
	0
	0
	0
	1
	1
	2

	60079-27
	Fisco
	0
	0
	0
	0
	0
	0

	60079-28
	Optical
	0
	0
	0
	0
	0
	0

	60079-31
	Enclosure "t"
	0
	0
	0
	1
	3
	4

	61241-0
	General requirements D
	3
	3
	4
	9
	11
	30

	61241-1
	Enclosure "tD"
	3
	3
	4
	7
	10
	27

	61241-11
	Intrinsic safety 'iD'
	0
	0
	0
	2
	1
	3

	61241-18
	Encapsulation "mD"
	0
	0
	0
	0
	0
	0


7. DOCUMENTATION

7.1. Quality Manual

INERIS has a comprehensive quality manual supported by other procedural documents, which refer to ISO 9001, ISO/IEC 17025 and EN 45011 standards.
7.2. Procedures

INERIS has a very comprehensive range of procedures covering all aspects of the testing operations that were audited as part of this assessment. Where applicable each procedure has with it an associated test sheet for completion by the staff. These Procedures were found to meet the requirements of the IECEx.
7.3. Work Instructions

See above

7.4. Records

All records are appropriately maintained and stored.  There is also an archiving process in place for older records.  The system was found to meet the requirements of the IECEx.
7.5. Document Change Control

Document change control is affected by having the master document as the electric document on the intranet.
Printed copies are effectively uncontrolled and show an expiry date one month after printing.  
8. CONFIDENTIALITY

All employees and members of committees sign confidentiality agreements.   Examples of these were sighted by the team and found to meet the requirements of the IECEx
There is a system of security control at the main entrance gate and entrance to buildings is controlled by key or, in the case of newer buildings, by key pad.  
9. PUBLICATIONS

IECEx scheme rules for INERIS Ex certification are available on the INERIS’s website:

www.ineris.fr/referentiels-de-certification.
10. NATIONAL ACCREDITATION
INERIS has COFRAC accreditation to EN45011 (ISO/IEC Guide 65) as a certification body.  The certificate is valid until 31 December 2015 (it can be accessed at http://www.cofrac.fr/annexes/sect5/5-0045.pdf and a copy is shown at Annex C of this report).   At the time of the assessment, the last surveillance visit was on 12-13 October 2009.  A copy of the report was viewed and it contained no non-conformities.  
11. RECOGNITION AND AGREEMENTS

INERIS has agreements with BKI in Hungary, FM Approvals in the USA, GIG in Poland, CANMET-CERL in Canada, NIRE in Japan, KOSHA in Korea, CCVE in Russia, CQST and NEPSI in China.
12. INTERNAL AUDIT AND PERIODIC MANAGEMENT REVIEW

There is an overall audit system for INERIS, including at technical level with the Ex operations.  INERIS does have in place a valuable method of regularly (generally on a monthly basis) investigating existing testing activities.
Internal audits are done once a year for each type of operation.  There are separate audits for the ExCB and the ExTL.  The internal audit for IECEx to EN 45011 carried out on 20 July 2009 was reviewed.   The audit took place over half a day and had a team of two auditors.  The audit included a review of an IECEx project file.  There was one finding from the audit relating to contract review of a particular project that required corrective action.  There were some observations also raised.  The corrective action was viewed and found to be satisfactory. 
The management review meeting that took place on 16 June 2009 was reviewed.  It includes covers internal audits, corrective actions/accreditation audits, customer satisfaction (including complaints), data on number of certificates issued (including IECEx certificates), meeting of certification committee, competencies, number of test reports and test activities.  The next management review meeting was scheduled for 23 June 2010.  
13. SUBCONTRACTING, USE OF OTHER LABS AND USE OF OTHER LOCATIONS

Subcontracting is covered in PR0861, PR0868, PQ0083 which relates principally to the ExTL activity.  The procedures state that for IECEx any subcontracting will be done to only another Accepted IECEx  ExTL. This is related to special Ex tests.  The only test that falls under this category is high voltage motors in flammable atmospheres.  INERIS have both PTB and CESI are potential subcontractors for this test but there have been no requests for IECEx certificates to date that required this test.  There has been one for an ATEX certificate and the test was performed at PTB. 
Two other subcontractors have been identified for the following tests:  
· UV radiation  –  COFRAC accredited laboratory, Sopemea 
· Shock test for batteries   - COFRAC accredited laboratory, Sercovam
A spreadsheet showing the designated subcontractors was viewed.
14. TRAINING

All staff employed are selected for qualifications and/or experience relevant to their responsibilities. Each member of staff has a full job description, which comprehensively defines their responsibilities, job function, qualification requirements and their position within the organisation.
Every two months there is training of people in the ExCB and ExTL on the operations, outcome of audits, revised standards and procedures related to IECEx.  An example of a comprehensive training session presentation was shown and was found to meet the requirements of the IECEx.
There is a competency matrix for all ExCB, with a separate one for the ExTL.
15. ASSESSMENT OF MANUFACTURERS AND ISSUE OF QARS

Procedure PR0861 addresses assessments of manufacturers.  The report format is addressed in 108878_IECEx-ITT and includes the all requirements from the IECEx Scheme together with ATEX requirements.

For ATEX and IECEx certification schemes a set of documented procedures is in place to enable surveillance to be carried out in accordance with the criteria of the certification systems. The requirements for manufacturing surveillance activities (including initial and ongoing inspection of product during manufacture, audit of quality system and audit of products) are detailed within the relevant scheme rules and in relevant PR0061 procedures.
QAR FR/INE/QAR07/0003/02 was reviewed and seen to be satisfactory.  

16. COMPLAINTS AND APPEALS (Including appeals to IECEx)

They have a general process in INERIS for internal complaints, internal and external audits, and external complaints. This covers the complaints mechanism requirements of the ExCB and ExTL. 
In the Procedures PR0861 and PR0868, there are special clauses to ensure that complaints regarding certified products, service, presentation of results, methods or any other subject are effectively dealt with. Also to ensure that appeals and disputes in respect of certification activity and dealt with fairly and transparently.  The procedures address the provision of appeals to IECEx and the applicants are advised of this facility.
17. SPECIAL FACTS TO BE NOTED

17.1. Supporting Documentation

Copies of additional supporting information for this assessment have been provided to the applicant and the IECEx Secretariat.  These include:

· Details of issues raised and how these have been resolved

· Checklist for ISO/IEC Guide 65

17.2. Certificate Files Reviewed
A review was made of files for the following certificates:
IECEx INE 09.0023X, ExTR – FR/INE/ExTR10.0004/00

IECEx INE 09.0005X, ExTR – FR/INE/Extr0910.0004/00
They were found to comply with the requirements of the IECEx.
18. COMMENTS (Including issues found during assessment)
There were no issues for the ExCB identified during the assessment that required resolution.
19. RECOMMENDATION

Based on the assessment performed on 25 and 26 May 2010, INERIS is recommended for continued acceptance in the IECEx scheme as an IECEx Certification Body (ExCB) according to the scope of the standards listed in this document.
	Jim Munro
Lead Assessor


	Nick Ludlam
Expert Assessor
	


Date:  7 March 2011
List of Annexes:

A. Overall Organization Chart of INERIS
B. Organization Chart of Certification Division
C. Accreditation Certificate for Product Certification (3 pages)

Annex A - Overall Organization Chart of INERIS
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Annex B - Organization Chart of Certification Division
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Annex C - Accreditation Certificate for Product Certification 
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