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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
Spain
1.3.2 Name of body

Laboratorio Oficial Jose María de Madariaga (LOM), hereafter called as “LOM”. 

1.3.3 Name and title of nominated principal contact
	Name
	Title
	E-mail address

	Mr Carlos Fernández Ramón
	General Director
	lom@lom.upm.es
Tel: + 34 91 442 13 66
Fax: + 34 91 441 99 33


1.4 Assessment information 

1.4.1 Members of the assessment team

	Name 

	Role (modify as necessary)

	Jianping Xu
	IECEx lead assessor and team leader

	Herbert Peters
	IECEx expert assessor

	Michel Brenon
	IECEx expert assessor


1.4.2 Place(s) of assessment
	Location of LOM
	C/ Eric Kandel, 1 (Tecnogetafe)
28906 Getafe (Madrid) 
Spain


         Note: The locations of both ExCB and ExTL are the same.
1.4.3 Assessment date(s)

3-5 June 2015
1.5 Application information
Date of application:  January 20, 2015
1.6  Scopes

ExCB scope for equipment certification scheme
	Number 
	Title 

	IEC 60079-0 

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

	IEC 60079-1

Edition 7
	Explosive atmospheres - Part 1: Equipment protection by flameproof

enclosures "d"

	IEC 60079-2 

Edition 6
	Explosive atmospheres - Part 2: Equipment protection by pressurized

enclosure "p"

	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 60079-15

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

	IEC 60079-18

Edition 4
	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 3
	Explosive atmospheres - Part 26: Equipment with equipment protection

level (EPL) Ga

	IEC 60079-29-1

Edition 1
	Explosive atmospheres - Part 29-1: Gas detectors – Performance requirements of detectors for flammable gases

	IEC 60079-30-1

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

	IEC 60079-31

Edition 2
	Explosive atmospheres – Part 31: Equipment dust ignition protection by enclosure "t"

	IEC 60079-35-1

Edition 1
	Explosive atmospheres – Part 35-1: Caplights for use in mines susceptible to firedamp – General requirements – Construction and testing in relation to the risk of explosion

	IEC 61241-4 

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

	*IEC 62013-1 

Edition 2
	Caplights for use in mines susceptible to firedamp - Part 1: General requirements - Construction and testing in relation to the risk of explosion


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.

1.6.1 ExTL scope

The ExTL scope is the same as for the ExCB.
2 Common information
2.1 Legal entity of body
The Certification Body LOM is a public centre, being as a centre of the Technical University of Madrid, Spain (Universidad Politecnica de Madrid, UPM), which was created in 1979 due to the proposal of the Ministry of Industry of Madrid (Spain). As an independent organization under the legal entity of the Technical University of Madrid, LOM has its own settlement account and seal used for testing and certification activities. The General Director of LOM is nominated by UPM. The relevant documents supporting its establishment, for example LOM’s founding Royal Decree and the agreement between the Ministry of Industry and the University, were reviewed and satisfactory. 
2.2 Financial support
LOM is a self-supporting and non-profit organization without financial supports by the government. The body relies on fees charged from applicants and clients for product certification, testing and other services, for example the technical assistance contracts with the government. 
2.3 History
LOM was founded in 1979, as part of UPM Spain, due to the proposal of the Ministry of Industry.  At the national level, LOM is the Spanish Official Laboratory and Control Body in the fields of mining, explosives for civil uses and pyrotechnics having testing laboratories for mining equipment, equipment for use in potentially explosive atmospheres, flammable solids and oxidizing substances, pyrotechnic and explosives articles, fertilisers, safebox and gun safebox, gas detector, gas equipment and dangerous goods transport. 

The main activity LOM operates is in the field of testing and certification, in which LOM has been the Official Laboratory to develop the conformity assessment procedures of the national regulations in the fields of mining, explosives and pyrotechnics since 1979.  Under the European ATEX Directive 94/9/EC, LOM has been appointed as Notified Body Nº 0163 to act in the same fields that as it used to with national regulations. Currently LOM is also an accepted European Notified body for Directive 93/15/CEE to the placing on the market and supervision of explosives for civil uses, and Directive 2007/23/CE on the placing on the market of pyrotechnic articles. In 2004, LOM was authorized as a European Authorized Laboratory for Reg. EC 2003/2003 Fertilisers (Test of resistance to detonation). Since 2008, LOM has become one of the eleven reference bodies specified in the United Nations Manual of Test and Criteria. In addition, LOM also acts as an assessment body and technical assistant to the Spanish Ministry regarding safety projects in ATEX, mining, explosives and pyrotechnics. 
2.4 Documentation
2.4.1 Quality manual

LOM has a quality management system consisting of 3 levels, including Quality Manual (Rev.37), Procedures and Working Instructions/Forms.
The top level of LOM’s quality management system is Quality Manual, which is established according to UNE-EN 17020 (idt ISO/IEC 17020:2012), UNE-EN ISO/IEC 17025 (idt ISO/IEC17025:2005) and UNE-EN45011 (idt ISO/IEC Guide 65:1996). At the time of the assessment visit the latest version of LOM’s Quality Manual was the version of Rev. 37, dated 11 December 2014. It was noted that the Quality Manual did not update to ISO/IEC 17065:2012 for certification body, and also it did not include IECEx operation into the scope of LOM’s activities. This has been subsequently resolved to the satisfaction of the assessment team.  
2.4.2 Procedures

At the second level of LOM’s quality management system, there are 19 procedures identified with PGRA series number, for example PGRA 03-1/Rev.11 “Contract review”, PGRA 05-1/Rev.11 “System documentation control”. All these procedures were well documented and referenced by Quality Manual. 
In addition, there is a dedicated procedure PIECEX 01/Rev.1 “LOM requirements in IECEx Certification Scheme”, which is particularly developed for IECEx operation as an ExCB and ExTL at LOM.  The procedure was reviewed and found that the procedure did not include all the necessary IECEx processes by proper incorporation with IECEx rules, procedures and operational documents where relevant. This issue has been subsequently resolved to the satisfaction of the assessment team.
2.4.3 Work instructions
There are 13 documented work instructions and various laboratory work forms for supporting specific testing to relevant standards, for example, POINS 36/Rev.10 “Equipment and protective systems for potentially explosives atmospheres”, POENS 002/Rev.1 “EN 60079-0:2012”.  Examples of procedures were reviewed by assessment team and noted that the test methods given in the procedures did not refer to the latest IEC standards, as well as the relevant I-SHs, corrigenda, amendments, and ExTAG decision sheets. Subsequently, the corresponding procedures have been revised, and found appropriate in meeting the requirements of the IECEx system.
2.4.4 Records (including test records where relevant)
There is a dedicated procedure PGRA 13-1/Rev.5 “Documents management and archive”, which is special for treatment of records of testing and certification. At the time of assessment visit, all records for testing and certification of products are mainly retained as hard copy in a file at LOM, which is strictly restricted and stored in archive room.  All the records are uniquely identified by project number. The quality management system specifies a period of at least 10-years for retention of records according to the Chapter 13 of quality manual - Control of quality records, which seems to meet with IECEx requirements.
Examples of test and certification records for ATEX were reviewed, and found the archive of records is complete with necessary information as specified by LOM’s quality management system.
NOTE 1
Example records should be sought of oldest records both in electronic and hard copy to test the retrieval and existence of records, including archival records.

NOTE 2
Information should be sought on whether there is a method of secure disposal of hard copy records once they have been placed on an electronic system.
2.4.5 Document change control

The procedure PGRA 05-1/Rev.11 ”System documentation control” properly specifies that all the technical and management documents for certification body and testing laboratory are subject to documentation control. But the assessment team noted that it did not indicate how LOM keeps up to date with latest IECEx rules, procedures, operation documents, ExTAG decision sheets and etc., where relevant. This issue has been subsequently resolved and the relevant requirement is now clearly specified in the new revision of procedure PIECEX 01 “LOM requirements in IECEx Certification Scheme”.
2.5 Confidentiality
The confidentiality issue is described in the Chapter 1.6 of Quality Manual and IECEX-LOM-CER/Rev.1 “LOM IECEx certification procedure (Guidance for the applicants)”. Examples of the signed agreements, including the agreements with internal staff as well as members of the Committee to preserve LOM’s impartiality, were reviewed and satisfactory.
2.6 Publications (Hard cover and Electronic)
LOM advertises its services at its website www.lom.upm.es.  For IECEx operation, LOM has developed a document IECEX-LOM-CER/Rev.1 “LOM IECEx certification procedure (Guidance for the applicants)” including the information on application of IECEx certification, confidentiality, complains and etc. LOM scheduled that it will be printed as hard copy being as an open document for release to their potential clients once LOM is accepted as an ExCB and ExTL within IECEx system.
2.7 Recognition and agreements
LOM operates as a European Notified Body for the following Directives:

· Directive 94/9/CE: Equipment and protective systems intended for use in potentially explosive atmospheres. 
· Directive 93/15/CEE to the placing on the market and supervision of explosives for civil uses.

· Directive 2007/23/CE on the placing on the market of pyrotechnic articles.
2.8 Internal audit and periodic management review
LOM requires carry out an annual management review and an annual audit of all relevant testing & certification activities according to the Chapter 2.5 of Quality Manual (management review) and the procedure PGRA 14-1/Rev.11 “Preparation, developing and reporting of internal quality system audits”.
The latest Management Review was completed on 4 November 2014, and the latest internal audit was conducted during 15-16 October 2014. Both of the reports as well as records generated were reviewed, and found to meet with LOM’s quality management system. In addition, the assessment team was advised that they will include the assessment against additional IECEx requirements, e.g., compliance with IECEx Rules, procedures, operational documents and etc after being accepted in the IECEx Certified equipment scheme.
2.9 Contracting, subcontracting, use of other labs and use of other locations
LOM operates subcontracting according to the Chapter 6 of quality manual (Purchasing and subcontracting) and the procedure PGRA 07-3/Rev.4 “Tests, verifications and calibrations in manufacturer facilities”. 

LOM advised that they will use subcontractors for some of Ex relevant tests, e.g. resistance to chemical agents according to IEC 60079-0, vibration test for luminaires with bi-pin lamps according to IEC 60079-7 and etc., and confirmed that agreements are in place with corresponding subcontractors which are accredited as a testing laboratory by ENAC or by IECEx. An example of agreements has been subsequently reviewed and found to meet IECEx requirements.
In addition, when necessary LOM will also do off-site test or witness test at manufacturer site, for example the tE test for bigger motors, according to the existing procedure, but the assessment team noted the documented procedure did not include a reference to OD024 according to IECEx requirements. This issue has been subsequently resolved to the satisfaction of the assessment team.
2.10 Training and competence
LOM operates the procedure PGRA 15-1/Rev. 20 “Personnel qualification” for dealing with personnel training and qualification. The procedure requires annual training plans, and the records of training activities should be maintained properly. 

At the time of assessment visit, a documented Competency Matrix is available for ExCB and ExTL operation at LOM.  Examples of qualification records sighted, but there is no supporting evidence on the staff training against IECEx rules, procedures, Operational documents, IEC standards and ExTAG decision sheets. This issue has been subsequently resolved within the timeframe agreed.

2.11 Complaints and appeals (including appeals to IECEx)

LOM operates an appeals procedure handling client complains in accordance with the procedures PGRA 11-2/Rev.6 “Relations with customers and complaints management” and IECEX-LOM-CER/Rev.1 “LOM IECEx certification procedure (Guidance for the applicants)”. The procedures describe the detailed processes on appeals and complaints, and noted they did not include reference to the IECEx appeal as a further option for clients.  This issue has been subsequently resolved to the satisfaction of the assessment team.
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 17065

· Checklist for ISO/IEC 17025

· Completed technical capability document (TCD), including:

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

Based on the assessment performed on 3-5 June 2015, LOM is recommended for acceptance in the IECEx scheme as:
· An ExCB in the IECEx Certified Equipment Scheme

· An ExTL in the IECEx Certified Equipment Scheme
This is according to the scope of the standards listed in this document.  

In addition, due to the lack of experience in issuing of ExTR according to the IECEx process, it is recommended that after acceptance of LOM as an ExCB/ExTL within IECEx certified equipment scheme the first two issued ExTRs be reviewed by IECEx secretariat.
	Jianping Xu
	Herbert Peters
	Michel Brenon

	Lead Assessor
	Expert Assessor 
	Expert Assessor


Date:  6 October 2015
3 ExCB for IECEx Certified Equipment Scheme

3.1 Assessment references

a) IECEx 02 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Rules of Procedure

b) OD 003-2  Assessment, surveillance assessment and re-assessment of ExCBs and ExTLs operating in the IECEx 02, IECEx Certified Equipment Scheme  

c) OD 005-2 IECEx Quality System Requirements for Manufacturers – Part 2: Audit Checklist
d) ISO/IEC 80079-34 Edition 1, Explosive atmospheres – Part 34: Application of quality systems for equipment manufacture 
e) OD 009 Issuing of CoCs, ExTRs and QARs

f) 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 
g) OD 026 IECEx Certified Equipment Scheme – Guidelines for the qualification of Lead Auditor and Auditors, in accordance with the IECEx System
h) ISO/IEC 17065:2012, General requirements for bodies operating product certification systems
i) IECEx Document OD 017 Drawing and documentation guidance 
j) IECEx Technical Capability Document (TCD)

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

	Name
	Position

	Carlos Fernández Ramón
	General Director, Doctor of Engineering

	Natalia Vázquez Viñuela
	General Coordinator, Quality Management, (Engineer)

	Teresa López Marín
	Deputy Quality Manager, Auditor, Engineer

	Juan Carlos Sancho Rojas
	ATEX Coordinator, Auditor
(Engineer)

	Carlos Martin Beato
	Technical expert, Auditor

(Engineer)


3.3 Associated ExTL(s)
LOM has its own Ex testing laboratory located at the same address as the ExCB.
3.4 Associated certification functions

LOM operates as a European Notified Body for ATEX Directive 94/9/CE, Directive 93/15/CEE and Directive 2007/23/CE.
3.5 National marks and certificates

As a European notified body, LOM issues Certificates according to ATEX directive for Group I and Group II products used in explosive atmospheres.
3.6 Standards accepted

See Clause 1.6 of this report

3.7 National differences to IEC standards

Spain publishes their national Ex standards UNE-EN series, which are completely identical to European EN series standards. Spanish National differences to IEC standards are those for the European group differences listed in the latest version of the IECEx Bulletin.
3.8 Organisation
3.8.1 Names, titles and experience of the senior executives
	Name
	Title
	Experience

	Carlos Fernández Ramón
	General Director (Doctor of Engineering)
	More than 40 years in Ex at LOM, 

	Natalia Vázquez Viñuela
	General Coordinator (Engineer)

	More than 7 years at LOM, 15+ yrs in Ex


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

	Natalia Vázquez Viñuela
	Quality Manager
(Engineer)
	7 yrs at LOM, 7 yrs in Quality, 15+ yrs in Ex

	Teresa López Marín
	Deputy Quality Manager

(Engineer)
	6 yrs at LOM, 6 yrs in Quality


3.8.3 Name and title of signatories for certification
	Name
	Title
	Comments

	Carlos Fernández Ramón
	General Director

(Engineer)
	More than 40 years at LOM

	Natalia Vázquez Viñuela
	General Coordinator

(Engineer)
	More than 15 years at LOM


3.8.4 Other employees in ExCB activity

	Name
	Title
	Responsibility and Experience in Ex

	Juan Carlos Sancho Rojas
	ATEX Coordinator

(Engineer)
	16 yrs at LOM, 16 yrs in Ex

	Carlos Martín Beato
	Technical expert

(Engineer)
	35 yrs at LOM, 35 yrs in Ex

	Teresa López Marín
	Auditor

(Engineer)
	6 yrs at LOM, 6 yrs in Quality


3.9 Organizational structure

See Annex A. The Annex A shows the overall organisation structure of LOM.
3.10 Administration

3.10.1 Administrative structure

See Annex A and Annex B. The Annex B shows the detailed structure of ExCB and ExTL.
3.10.2 Indemnity insurance
LOM carries indemnity insurance covering with all the activities of testing laboratory, certification body, inspection body, control body, notified body, and government collaborator entity. The insurance certificate with limited amount of accident up to 3,005,060.52 € (material and corporal damages), was issued by Catalana Occidente, and valid until 7 April 2016. The Insurance policy was reviewed and noted that the territorial scope of United States of America, Canada and Puerto Rico were excluded. This issue has been subsequently resolved to the satisfaction of the assessment team.
3.11 Resources
LOM has two buildings with necessary infrastructure for testing and certification activities in Madrid. The buildings are located in Getafe, Madrid Spain with building area of 2,500 square meters. There are 30 employees in total at LOM, and 10 in Ex Field, in which 5 persons serving for ExCB activities, including 3 qualified auditors. The ExTL staff  are skilled and competent for their activities according to their application scope listed in Clause 1.6 of this report.  LOM’s personnel are employed under contracts of employment or contracts for specific work.
3.12 Committees (such as governing or advisory boards)
There is a committee to preserve LOM’s impartiality according to IMP-LOM-CI/Rev1 “Procedure for their composition and functioning of the Committee for safeguarding LOM’s impartiality”. At the time of assessment visit there are 8 members representing affecting interests, mainly from manufactures associations, clients of the manufacturers association, competent authority and LOM itself.  

In addition, LOM also establish a Board of Directors, which consists of the following members:

- Chairman: Director of Mining Engineering School of Madrid.

- Vice-Chairman: Mining Director of the Ministry of Industry, Energy and Tourism of Spain.

- Member: Chancellor of the Technical University of Madrid.

- Member: Delegate of the Mining Area of the Ministry.

- Member: Delegate of the Ministry of Industry, Energy and Tourism.

- Secretary: LOM General Director.

- Member: Delegate of the Equipment Manufacturer Association.

- Member: Delegate of the Mining Equipment Manufacturer Association.
Both the Committee and the Board holds meetings once a year minimum. The latest documented reports were sighted, and found that the topics were mainly focus on impartiality and business strategy of LOM.

3.13 Certification operations
3.13.1 National approval/certification methods

LOM, as a European notified body Nº 0163, issues certificates in the Ex field according to ATEX Directive 94/9/EC.
3.13.2 Certification policy

The certification policy is described in Chapter 1.3 “Description of the laboratory” and the Chapter 1.4 “Quality Policy” of Quality Manual for certification body. The detailed IECEx testing and certification procedure is described in the procedure PIECEX 01/Rev.1, and the policy includes specific reference to IECEx 02 Certified Equipment Scheme.
3.13.3 Application for certification

LOM has developed the IECEX-LOM-CER/Rev.1 “LOM IECEx certification procedure (Guidance for the applicants)”, which includes the information on how to make application of IECEx testing and certification, which includes the relevant terms and conditions. The application forms for ExTR, QAR and Ex CoC are also available at LOM.

3.13.4 Certification decision

The procedure PIECEX 01/Rv.1 “LOM requirements in IECEx Certification Scheme” did not define the IECEx certification process including how the certification decision is taken in accordance to IECEx 02 and OD 009. This issue has been subsequently resolved by revising the procedure PIECEX 01. 
3.13.5 Suspension and cancellation of certificates

The procedure PIECEX 01/Rv.1 “LOM requirements in IECEx Certification Scheme” did not include the suspension and cancellation of IECEx CoC by reference to IECEx Operational Document OD 009 and IECEx 02 Rules of Procedure. This issue has been subsequently resolved by revising the procedure PIECEX 01. 
3.14 Certificates issued

Number of certificates issued under for the preceding four years for each type of protection.  For new applications these should be for national or regional schemes and for currently accepted bodies IECEx certificates should be shown (certificates for other schemes may also be shown):
	Standard numbers
	Type of protection or other identifying information
	Number of issued certificates

	
	
	2012
	2013
	2014
	2015
	Total

	IEC 60079-1
	Explosive atmospheres – 
Part 1: Equipment protection by flameproof enclosures ‘d’
	0
	6
	6
	6
	18

	IEC 60079-2
	Explosive atmospheres – 
Part 2: Equipment protection by pressurized enclosure ‘p’
	0
	3
	3
	3
	9

	IEC 60079-7
	Explosive atmospheres – 
Part 7: Equipment protection by increased safety ‘e’
	5
	2
	5
	2
	14

	IEC 60079-11
	Explosive atmospheres – 
Part 11: Equipment protection by intrinsic safety ‘i’
	15
	18
	12
	3
	48

	IEC 60079-15
	Explosive atmospheres – 
Part 15: Equipment protection by type of protection ‘n’ 
	4
	0
	0
	0
	4

	IEC 60079-18
	Explosive atmospheres – 
Part 18: Equipment protection by encapsulation ‘m’
	3
	1
	0
	0
	4

	IEC 60079-25
	Explosive atmospheres – 
Part 25: Intrinsically safe systems
	0
	0
	0
	0
	0

	IEC 60079-26
	Explosive atmospheres – 
Part 26: Equipment with equipment protection level (EPL) Ga
	4
	9
	6
	0
	19

	IEC 60079-29-1
	Explosive atmospheres – 

Part 29-1: Gas detectors - Performance requirements of detectors for flammable gases
	0
	0
	0
	0
	0

	IEC 60079-30-1
	Explosive atmospheres – 

Part 30-1: Electrical resistance trace heating - General and testing requirements
	0
	0
	0
	0
	0

	IEC 60079-31
	Explosive atmospheres – 
Part 31: Equipment dust ignition protection by enclosure ‘t’
	4
	1
	11
	5
	21

	IEC 60079-35-1
	Explosive atmospheres – 

Part 35-1: Caplights for use in mines susceptible to firedamp - General requirements - Construction and testing in relation to the risk of explosion
	0
	0
	0
	0
	0

	IEC 61241-4 
	Electrical apparatus for use in the presence of combustible dust – 
Part 4: Protection by enclosures ‘pD’
	1
	0
	0
	0
	1

	IEC 62013-1
	Caplights for use in mines susceptible to firedamp - 

Part 1: General requirements - Construction and testing in relation to the risk of explosion
	0
	0
	0
	0
	0


NOTE 1
Above include certificates to IEC 60079-0. 
NOTE 2  All the listed numbers of certificates are issued to EN standards.
3.15 National accreditation
LOM operates as a European Notified Body under ATEX Directive. LOM is accredited with the Spanish Accreditation Body named ENAC to UNE-EN 17065. A copy of the accreditation certificate is attached in Annex C. But the assessment team noted that the Ex Product Certification was not covered by the accreditation scope. It was advised that LOM already present application to ENAC for scope extension of Ex product certification, and the management of LOM agreed to be subject to an annual surveillance visit by IECEx once they are unable to fulfil the scope extension until 5 June 2016. 
3.16 Assessment of manufacturers and issue of QARs
The assessment of manufacturers is described in the procedure PIECEX 01/Rv.1 “LOM requirements in IECEx Certification Scheme”. The procedure was reviewed, and the assessment team noted that the procedure is properly incorporating with OD 025, OD 026 and etc.. LOM maintains a qualified team of auditors. As an ATEX certification body, the nominated auditors had experience on assessment of manufacturer in accordance to ATEX modules.
3.17 Comments (including issues found during assessment)

A number of issues were raised during this assessment, and reported to and accepted by the management of LOM at the end of this assessment.  Those mainly concern QMS integration with IECEx requirements, IECEx appeal, training, indemnity insurance, national accreditation.
All the issues relating with ExCB have been subsequently resolved to the satisfaction of the assessment team. Details of issues and how these have been resolved were listed in Annex A of the site assessment report.
4 ExTL for IECEx Certified Equipment Scheme

4.1 Assessment references

l) IECEx 02 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Rules of Procedure

m) IECEx OD 003-2 Assessment, surveillance assessment and re-assessment of ExCBs and ExTLs operating in the IECEx 02, IECEx Certified Equipment Scheme  

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

o) ISO/IEC 17025:2005 Edition 2, General requirements for the competence of testing and calibration laboratories
p) IECEx Document OD 017 Drawing and documentation guidance 
q) IECEx Technical Capability Document (TCD)

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

	Name
	Position

	Angel Vega Remesal
	Laboratory Responsible

	Juan Carlos Sancho
	Testing Technician

	Jose Luis Lorenzo Bayona
	Testing Technician

	Carlos Martin Beato
	Testing Technician

	Sergio Domene Ciruelo
	Assistant Technician

	Alfonso Roldan Fernandez
	Assistant Technician


4.3 Associated ExCB(s)
There is an integral of ExCB.  Both of ExCB and ExTL are operating at same location listed in Clause 1.4.2 of this report.
4.4 Organisation

4.4.1 Names, titles and experience of the senior executives
	Name
	Title
	Experience

	Carlos Fernández Ramón
	General Director (Doctor of Engineering)
	More than 40 years in Ex at LOM

	Natalia Vázquez Viñuela
	General Coordinator

(Engineer)


	More than 7 years at LOM, 15+ yrs in Ex


4.4.2 Name, title and experience of the quality management representative
	Name
	Title
	Experience 

	Natalia Vázquez Viñuela
	Quality Manager

(Engineer)
	7 yrs at LOM, 7 yrs in Quality, 15+ yrs in Ex

	Mayte López Marín
	Deputy Quality Manager

(Engineer)
	6 yrs at LOM, 6 yrs in Quality


4.4.3 Other employees in ExTL activity  
	Name
	Title/responsibility
	Experience in Ex

	Ángel Vega Remesal
	ExTL responsible
(Engineer)
	35+ yrs at LOM, 35+ yrs in Ex

	Juan Carlos Sancho Rojas
	ATEX Coordinator

(Engineer)
	35 yrs at LOM, 35 yrs in Ex

	Carlos Martín Beato
	Testing technician
(Engineer)
	35 yrs at LOM, 35 yrs in Ex


4.5 Organizational structure

The organization structure is shown in Annex A and Annex B.
4.6 Resources
LOM has two buildings with necessary infrastructure for testing and certification activities in Madrid. The buildings are located in Getafe, Madrid, Spain, with building areas of 2,500 square meters. There are 30 employees in total at LOM, and 10 in Ex Field, in which 5 persons serving for ExTL activities, including 2 assistant technicians. The ExTL staffs are skilled and competent for its activities according to their application scope listed in Clause 1.6 of this report.  LOM’s personnel are employed under contracts of employment or contracts for specific work.
With reference to the Competency Matrix of ExTL and ExCB of LOM, the arrangement of staff seems to meet the separation of activities between ExCB and ExTL in accordance with IECEx requirements.
4.7 Test reports issued
Number of test reports (ExTRs) issued under for the preceding four years for each type of protection.  For new applications these should be for national or regional schemes and for currently accepted bodies IECEx ExTRs should be shown (test reports for other schemes may also be shown):
	Standard numbers
	Type of protection or other identifying information
	Number of issued reports

	
	
	2012
	2013
	2014
	2015
	Total

	IEC 60079-1
	Explosive atmospheres – 
Part 1: Equipment protection by flameproof enclosures ‘d’
	0
	6
	6
	6
	18

	IEC 60079-2
	Explosive atmospheres – 
Part 2: Equipment protection by pressurized enclosure ‘p’
	0
	3
	3
	3
	9

	IEC 60079-7
	Explosive atmospheres – 
Part 7: Equipment protection by increased safety ‘e’
	5
	2
	5
	2
	14

	IEC 60079-11
	Explosive atmospheres – 
Part 11: Equipment protection by intrinsic safety ‘i’
	15
	18
	12
	3
	48

	IEC 60079-15
	Explosive atmospheres – 
Part 15: Equipment protection by type of protection ‘n’ 
	4
	0
	0
	0
	4

	IEC 60079-18
	Explosive atmospheres – 
Part 18: Equipment protection by encapsulation ‘m’
	3
	1
	0
	0
	4

	IEC 60079-25
	Explosive atmospheres – 
Part 25: Intrinsically safe systems
	0
	0
	0
	0
	0

	IEC 60079-26
	Explosive atmospheres – 
Part 26: Equipment with equipment protection level (EPL) Ga
	4
	9
	6
	0
	19

	IEC 60079-29-1
	Explosive atmospheres – 

Part 29-1: Gas detectors - Performance requirements of detectors for flammable gases
	0
	0
	0
	0
	0

	IEC 60079-30-1
	Explosive atmospheres – 

Part 30-1: Electrical resistance trace heating - General and testing requirements
	0
	0
	0
	0
	0

	IEC 60079-31
	Explosive atmospheres – 
Part 31: Equipment dust ignition protection by enclosure ‘t’
	4
	1
	11
	5
	21

	IEC 60079-35-1
	Explosive atmospheres – 

Part 35-1: Caplights for use in mines susceptible to firedamp - General requirements - Construction and testing in relation to the risk of explosion
	0
	0
	0
	0
	0

	IEC 61241-4 
	Electrical apparatus for use in the presence of combustible dust – 
Part 4: Protection by enclosures ‘pD’
	1
	0
	0
	0
	1

	IEC 62013-1
	Caplights for use in mines susceptible to firedamp - 

Part 1: General requirements - Construction and testing in relation to the risk of explosion
	0
	0
	0
	0
	0


NOTE 1
Above include reports to IEC 60079-0.
NOTE 2  All the listed numbers of reports are issued to EN standards.
The assessment team reviewed the competence and facilities for testing according to the scope of standards listed in the LOM application.  Particular attention was given to IEC 60079-29-1 due to initial concerns which were raised over the lack of number of test reports issued for this standard.  Experts on the assessment team confirmed through a combination of staff interviews, reviewing test equipment, facilities and procedures and witnessing test being performed that LOM have the capability for conducting such tests.

A similar approach was also used for other standards such as IEC 60079-30-1 and 60079-35-1.

4.8 National accreditation

As a testing laboratory, LOM holds ENAC accreditation in accordance with the requirements of UNE-EN ISO/IEC 17025:2005 (identical to ISO/IEC 17025). A copy of the accreditation certificate reviewed as attached in Annex D, which is valid until December 2015. The assessment team noted that the standards IEC 60079-25, IEC 60079-26 and IEC 60079-29-1 listed in Clause 1.6 of this report are not covered by the corresponding accreditation scope of ENAC. It was advised that all the absent standards will be included in the new accreditation scope within the year of 2015. LOM management agreed to be subject to annual IECEx surveillance visit if a new national accreditation certificate including all the standards listed in Clause 1.6 is not forwarded to IECEx secretariat by 5 June 2016 (within one year after site assessment ).
4.9 Calibration
There is a provision for dealing with calibration of measuring instruments according to the procedure PGRA 10-1/Rev.11 “Calibration plan of test equipment”. 
 Majority of the measuring instruments equipped for Ex testing at LOM are usually outsourced to be calibrated by ENAC accredited calibration laboratories, e.g LCOE, and some of the equipment are calibrated by its self according to LOM’s internal calibration procedures, for example POCAL 104/Rev.6 “Calibration procedure for digital temperature measuring device”. 
As a part of quality system, there is a calibration plan established and implemented for all the relevant measuring equipment. Example of calibration certificates were reviewed and verified with specific instrument/equipment, and found to be satisfactory.
4.10 Tests witnessed

The following tests were witnessed during the assessment visit:

· IEC 60079-0: Surface resistance test

· IEC 60079-1: Flameproof pressure determination for Group IIC Hydrogen
· IEC 60079-2: maximum over pressure test (clause 16.1) and leakage test (clause 16.2)
· IEC 60079-7: Temperature rise of an Ex e junction box, and CTI test
· IEC 60079-11: Spark testing with a power supply, and tests for temperature rise/determination of the maximum short circuit current on a high capability battery
· IEC 60079-15: Test for screw lamp-holders
· IEC 60079-26: Test of a separation wall according to 4.1.3.a b) first case
· IEC 60079-29-1: Gas Mixing, Thermohygrometer + others

· IEC 60079-30-1: Flammability test (clause 5.1.4)
· IEC 60079-31: IP 65 tests
4.11 Comments (including issues found during assessment)

A number of issues were raised during this assessment, and reported to and accepted by the management of LOM at the end of this assessment.  Those mainly concerned 
· off-site testing and referencing of OD 024, 
· calibration control, 
· test methods referring to latest standards and ExTAG Decision Sheets and latest ODs,
· Updating of training records, 
· Plans to expand coverage of national accreditation.
All the issues relating with ExTL have been subsequently resolved to the satisfaction of the assessment team. Details of issues and how these have been resolved were listed in Annex B of the site assessment report.
5 Annexes
See Contents.  
Annex A: Overall Organization Chart

Annex B: Organisation Chart of ExCB and ExTL
Annex C: Accreditation Certificate to ISO/IEC 17065
Annex D: Accreditation Certificate to ISO/IEC 17025
 (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"
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Annex B 
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