	[image: image14.png]



ExMC/905/ DV
November 2014 



INTERNATIONAL ELECTROTECHNICAL COMMISSION IEC SYSTEM FOR

CERTIFICATION TO STANDARDS RELATING TO EQUIPMENT FOR USE IN

EXPLOSIVE ATMOSPHERES (IECEx SYSTEM)

TITLE: IECEx Assessment Report for the acceptance of DNV Nemko Presafe AS to participate as an ExCB and ExTL in the IECEx system as part of joint venture arrangement between DNV and NEMKO.
INTRODUCTION

This document contains the IECEx Assessment Report for the acceptance of DNV Nemko Presafe AS to become;

· a Certification Body (ExCB) and an Ex Test Laboratory ExTL, within the IECEx Equipment Scheme, 02, 
· a Certification Body (ExCB), within the IECEx Certified Service Facilities 
Scheme, 03, and
· a Certification Body (ExCB) within the IECEx Conformity Mark Licensing System, 04.
With the decision to merge NEMKO and DNV to become known as Presafe, a special site assessment was arranged to ensure the new entity maintained both the competence and capability to comply with IECEx Rules and Operational Documents.
This report contains the results of the special assessment with the Assessment Team recommending acceptance of this report.

The report is hereby submitted for voting by the ExMC

Please consider the assessment report and return the completed voting form to the Secretariat by 2013 12 13. 

Your speedy response to the voting process will be very much appreciated.

Chris Agius
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1.1 Assessment information

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

Type of assessment: <retain appropriate marks>
	Pre-assessment for candidate body
	

	Initial assessment for candidate body
	

	Surveillance 
	

	Re-assessment /Special Assessment*
	(

	Scope extension
	


*NOTE:  This is a re-assessment of DNV and Nemko but as the new joint venture Presafe. Upon acceptance by the ExMC of  the new Joint Venture, DNV and NEMKO, will cease to operate as individual ExCBs and ExTLs within the IECEx System.
Details of body

Country
Norway
Name of body

DNV Nemko Presafe AS 
Name and title of nominated principal contact
	Name
	Title
	E-mail address

	 Bjørn Spongsveen
	 Head of Section
	bjorn.richard.spongsveen@presafe.com 


Assessment information 

Members of the assessment team

	Name 

	Role 

	Jim Munro
	Lead assessor

	Alexander Zalogin
	Expert Assessor


Place(s) of assessment
	Nemko

Gaustadalleen 30, 

0373 Oslo
Norway
	DNV

Veritasveien 1 

1322 Hovik, 

Norway


As part of the Joint Venture arrangement both Ex Testing and Certification Operations will be conducted at both the above locations, as such both locations have been included in this assessment visit
Assessment date(s)

8-10 October 2012
Application information
Not applicable.
 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 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 60079-15

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 60079-28

Edition 1
	Explosive atmospheres - Part 28: Protection of equipment and transmission systems using optical radiation – scope limited to ‘op is’

	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 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 61241-0

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"

	*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.

ExTL scope

The ExTL scope is the same as for the ExCB.  (If not - any differences to ExCB scope and the reasons for the differences are to be noted)
ExCB scope for Service Facilities Scheme

The current NEMKO scope for the IECEx 03 Scheme will continue under the new Joint Venture known as Presafe: 
	60079-19

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

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



NOTE Other above can include non-electrical standards
ExCB scope for ExMark Scheme

Full scope as shown for ExCB above.  However the Secretariat will need to arrange a new License agreement between Presafe and IEC to cover the IECEx 04 Mark Licensing Scheme.
2.1 Common information
Legal entity of body
Presafe is a registered shareholder company 997 067 401 registered 10/6/11, with the name of DNV Nemko Presafe AS.  Nemko and DNV each have a shareholding of 50% of the company.  The registration shows Haakon Knudsen as the Managing Director.  Dag Torvold is the Chairman of the Board.  He is also CEO of Nemko.

Financial support
Presafe is intended to be entirely self-supporting. It is renting space from Nemko and has a contract for use of the facilities. There are contracts for use of other systems such as the production system (ConCert) and competence system (Partner),  
History
Both Nemko and DNV have a long history of Ex testing and both have been accepted as ExCBs and ExTLs in IECEx.  Details are provided below.

Nemko

Nemko started its activity in 1933 acting on behalf of the Government. It commenced testing and certification in the Ex field in the 1960s. Nemko became independent from the Government in 1990.  In January 2006 the two Norwegian Nemko companies Nemko certification AS and Nemko Comlab AS were merged into Nemko AS as one company.  
Nemko was first accepted as an IECEx ExCB and ExTL in December 2001.  It underwent re-assessment in 2006.

DNV

Norwegian insurance companies established DNV in 1864 as a national alternative to foreign classification societies. They have been engaged in extensive experimental work since 1955 through their own laboratories facilities and equipment.  DNV is an international, knowledge-intensive organisation, active in fields of maritime, certification, consulting and technology services. They also have laboratories in Belgium, Rotterdam, Singapore, New Jersey, Houston and Abu Dhabi.
DNV was first accepted as an IECEx ExCB and ExTL in September 2005.

Presafe

The planning for establishment of joint venture between Nemko and DNV commenced in 2010.  All staff were relocated at the Nemko site.  On 1 January 2012 the formal operation of the company commenced. Upon completion of the IECEx Assessment process by Presafe both DNV and NEMKO will cease to operate as separate by ExMC,   

Documentation
Quality manual

The quality manual resides in the Presafe extranet using Sharepoint.  The manual includes linkages to relevant procedures, but these can also be accessed using the portal for the system.
Procedures

There are a number of general procedures in the system.  However, the specific procedures for IECEx02 are included in MSD-EX-001.  This procedure is based on OD009.  
Work instructions
There are standard specific procedures for testing and assessment. Those viewed were found to meet IECEx requirements.
Records (including test records where relevant)
All records are stored electronically.  Some records are kept in the Concert system but not all.  The prime electronic storage system is in electronic folders on computer server. At the time of the assessment visit the system was part of the wider Nemko system. However, subsequently a dedicated system was develop and is defined in procedure MSD-EX-001.  The new system above also ensures that original data from data loggers is retained in an non-editable form.
Where there are hand written records, these are scanned and a shredder is available to shred the paper copies.
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.
Document change control

Document change control is addressed in MSD-001.  This was subsequently revised to make it clear that the only controlled/valid version of a management system document is the one on the Presafe Extranet.  
Confidentiality
Confidentiality is addressed in 4.1.8 of the quality manual and in procedures.  This includes staff, subcontractors and committee members.

Staff have signed contracts which include a section on confidentiality and conflict of interest but there is also a separate confidentiality agreement that staff have been asked to sign. This agreement contains additional detail to the employment contract.
An example of a signed confidentiality agreement and signed contract for a staff member was sighted at the assessment visit.  After the assessment visit signed agreements for the USA contracted staff were provided and also an example of a signed agreement by a member of the Certification Impartiality Committee.
Publications (Hard cover and Electronic)
There are no publications associated with the Presafe.  A website has been developed.  Recognition and agreements.  Subsequent to the assessment visit, the website was modified to clarify that prior to IECEx acceptance of Presafe, the certificates issued would be DNV or Nemko certificates.
Internal audit and periodic management review
MSD-005 covers the internal audit process.  At the time of the assessment visit, there had been a recent audit (1-2 August 2012) by the quality manager of Nemko to review the documentation.  There were 19 findings all presented as observations.  It was advised that approximately half of these had already been addressed.  The internal audit plan had  scheduled the next audit for March 2013.  
MSD-006 covers management review.  There is a combined agenda/report form.  A separate report will be provided by the QA manager before the meeting.  The first meeting was scheduled for 19 November 2012 with the next meeting in April 2013.
Contracting, subcontracting, use of other labs and use of other locations
MSD-054 covers management of subcontractors and hired personnel.  There were some issues with the list of subcontractors and the process for acceptance and review of subcontracted bodies.  These were subsequently resolved to the satisfaction of the assessment team.
MSD-EX-001 addresses off-site testing and references OD024 and contains appropriate information and procedures except that there was no reference to the need to register the manufacturer or user test facility with the IECEx Secretariat.  It was advised by Presafe that this will be included in the next revision of the procedure. 
NOTE The following should be addressed during the assessment to address compliance with OD024:

That if off-site and witness testing is done, or proposed to be done, OD024 is referenced and incorporated in procedures
If it is being done, that contracts have been put in place
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.
Training and competence   
MSD-043 covers competence and qualifications. Core qualification and CV information is recorded in a software system called Partner.  MSD-043-1 is an induction record for new employees and MSD-043-9 covers experience and training records.  There are various other competence forms covering such as areas as testing and auditing. There is a Managing Individual Employees (MIP) process.  For this a plan is developed at the beginning of the year, then a mid-term review and finally and an end-of-year review.  Occasionally the first and the third stage are combined into one meeting. 

MSD-Ex-003 is the workbook with the various matrices covering qualification and responsibility.  One worksheet covers staff located at Presafe.  Another covers worksheet covering the five subcontracted staff used in the USA, two of whom are in training.  Other worksheets cover staff in staff in India, Korea and Italy but none of these are used on IECEx projects at this stage.
Complaints and appeals (including appeals to IECEx)

MSD-EX-001 contains process with provision to appeal to IECEx.  At present this references the IEC Management Committee but it would be better if the IECEx Secretary was used. But it  was advised by Presafe that this will be addressed in the next edition of the procedure.      MSD-003 is the general procedure for appeals. The DNV system ConCert is used for registration for complaints and appeals.
Special facts to be noted

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

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

Based on the assessment performed on 8-10 October 2012 and follow up reviews, Presafe 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
· An ExCB in the IECEx Certified Service Facilities Scheme

· An ExCB in the IECEx Conformity Mark Licensing System
This is according to the scope of the standards listed in this document, subject to resolution of the issues found during the assessment.  

	Jim Munro
	Alexander Zalogin

	Lead Assessor
	Expert Assessor 


Date:  26 June 2013
3.1 ExCB for IECEx Certified Equipment Scheme

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
Candidate ExCB persons interviewed

	Name
	Position

	Haakon Knudsen
	Managing Director

	Line Gangeskar
	HR and Quality Manager

	Asle Kaastad
	Principal Engineer and deputy head of section

	Arne Hortman
	Principal Engineer


Associated ExTL(s)
The ExTL is integral with the ExCB and it has been formed from the ExTLs of Nemko and DNV.  It is located at the Nemko premises.
Associated certification functions

Both Nemko and DNV are notified bodies for ATEX and discussions been held to have the new body, Presafe, also become a notified body.

Presafe will also be carrying out certification of medical devices.
National marks and certificates

The only certificates issued for Ex are ATEX and IECEx, but at present this is done by DNV or Nemko.
Standards accepted

See clause 1.6 of this report

National differences to IEC standards

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

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

	Haakon Knudsen (at time of assessment visit)
	Managing Director
	None in Ex

	Geir Hørthe

(acting from 5/2/13)
	Managing Director


	None in Ex

	
	
	

	Martin Vestøl (at time of assessment visit)
	Head of Section (for Ex)
	None in Ex.  

	Bjørn Spongsveen (from 1/4/13)
	Head of Section (for Ex)
	25 years

	
	
	

	Asle Kaastad
	Principal Engineer and deputy head of section
	12 years

	Arne Hortman
	Principal Engineer
	26 years

	Ståle Sandstad
	Senior Engineer
	8 years


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

	Line Gangeskar
	HR and Quality Manager
	None in Ex but 10 in testing and certification environmental.  5 years in quality management.


Name and title of signatories for certification
	Name
	Title
	Comments

	Bjørn Spongsveen
	Head of Section (for Ex)
	New Head of Section from 1 1/4/13

	Ståle Sandstad
	Senior Engineer
	

	Asle Kaastad
	Principal Engineer and deputy head of section
	

	Arne Hortman
	Principal Engineer
	


Other employees in ExCB activity

	Name
	Title
	Responsibility and Experience in Ex

	None
	
	


Organizational structure

Annex A shows the organisational structure of the company.  As well as the Ex activities Presafe also has a section working in certification of medical devices and a company in Denmark also involved in certification of medical devices.
Administration

Administrative structure

See Annex A.
Indemnity insurance

Presafe has a policy for indemnity insurance for a sum of NOK 50,000,000.  At the time of the site visit the certificate was sighted and found to be valid until 31 December 2013.  This covers all work carried out by Presafe
Resources
There are four people actively involved in certification activities for Ex.  These are Ståle Sandstad, Asle Kaastad, Arne Hortman and Bjørn Spongsveen.

Committees (such as governing or advisory boards)
At the time of the assessment there was a plan for a certification impartiality committee included in draft procedure MSD-056.  This was subsequently implemented with the member list showing people from the Ex industry. Evidence was provided that members sign confidentiality agreements.  
Certification operations
National approval/certification methods

Presafe now holds National Accreditation and is a Notified Body under the ATEX Directive, NB 2460.
Certification policy

All policies are collected in MSD-034.  It is linked to the quality manual MSD041.  There is no specific reference to certification in policies but it was advised that it is effectively covered in the reference to work processes and management system as certification is the focus of the whole operation.  
Application for certification

The specific procedure covering application and the certification process for IECEx02 is MSD-EX-001.  The procedure is based on OD009 and was considered satisfactory

Certification decision

The procedure states that the ExTR and QAR shall be reviewed by a person not involved in the test and assessment or quality audit.  The authorizer makes the final certification based on a recommendation from the reviewer who must a specialist-product within the organisation.
MSD-EX-03 defines the people or position who have access to the higher level password necessary to ‘issue’ certificates. (ie make them current).
Suspension and cancellation of certificates

This is addressed in MSD-EX-001 and in general addresses the requirements.  It general this was acceptable but there was some lack of clarity to due inconsistency in terminology for positions.  This was subsequently addressed.  
Certificates issued

Number of certificates (CoCs) issued under for the preceding four years for each type of protection or each type of protection for both Nemko and DNV.
CoCs issued by Nemko
	Standards
	Title
	Number of issued certificates

	
	
	2009
	2010
	2011
	2012
	Total

	 60079-1
	Explosive atmospheres - Part 1: Equipment protection by flameproof enclosures “d”
	3
	7
	8
	3
	21

	 60079-2 
	Explosive atmospheres - Part 2: Equipment protection by pressurized enclosure «p»
	
	
	
	1
	1



	 60079-5


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

	 60079-6


	Explosive atmospheres - Part 6: Equipment protection by oil immersion «o»
	1
	
	
	
	1

	 60079-7
	Explosive atmospheres - Part 7: Equipment protection by increased safety "e"
	5
	3
	6
	2
	16

	 60079-11
	Explosive atmospheres - Part 11: Equipment protection by intrinsic safety “i”
	5
	14
	10
	21
	50

	 60079-15


	Explosive atmospheres – Part 15: Equipment protection by type of protection "n"
	
	1
	5
	
	6

	 60079-18
	Explosive atmospheres – Part 18: Equipment protection by encapsulation “m”
	1
	2
	4
	1
	8

	 60079-25


	Explosive atmospheres – Part 25: Intrinsically safe electrical systems
	
	
	
	
	

	 60079-26


	Explosive atmospheres - Part 26: Equipment with equipment protectionlevel (EPL) Ga
	3
	7
	1
	4
	15

	* 60079-27


	Explosive atmospheres – Part 27: Fieldbus intrinsically safe concept (FISCO)
	
	
	
	1
	1

	 60079-28


	Explosive atmospheres - Part 28: Protection of equipment and transmission systems using optical radiation 
	
	
	
	
	

	 60079-30-1


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

	 60079-31
	Explosive atmospheres – Part 31: Equipment dust ignition protection by enclosure "t"
	2
	
	3
	2
	7

	* 61241-0


	Electrical apparatus for use in the presence of combustible dust - Part 0: General requirements
	
	2
	
	
	2

	*61241-1 

	Electrical apparatus for use in the presence of combustible dust - Part 1: Protection by enclosure “tD”
	
	2
	
	
	2

	 61241-4 


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

	* 61241-11


	Electrical apparatus for use in the presence of combustible dust – Part 11: Protection by intrinsic safety 'iD'
	
	2
	3
	1
	6

	* 61241-18


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

	* 62013-1 


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


NOTE
Above include certificates to IEC 60079-0
CoCs issued by DNV
	Standards
	Title
	Number of issued certificates

	
	
	2009
	2010
	2011


	2012
	Total

	60079-1
	Explosive atmospheres - Part 1: Equipment protection by flameproof

enclosures “d”
	6
	7
	17
	8
	38

	60079-2
	Explosive atmospheres - Part 2: Equipment protection by pressurized

enclosure «p»
	1
	
	
	2
	3

	60079-7
	Explosive atmospheres - Part 7: Equipment protection by increased

safety "e"
	3
	6
	11
	2
	22

	60079-11
	Explosive atmospheres - Part 11: Equipment protection by intrinsic safety “i”
	3
	4
	7
	9
	23

	60079-15
	Explosive atmospheres – Part 15: Equipment protection by type of protection "n"
	1
	
	1
	1
	3

	60079-18
	Explosive atmospheres – Part 18: Equipment protection by encapsulation “m”
	1
	2
	3
	2
	8

	60079-28
	Explosive atmospheres - Part 28: Protection of equipment and transmission systems using optical radiation
	
	1
	2
	2
	5

	60079-31
	Explosive atmospheres – Part 31: Equipment dust ignition protection by enclosure "t"
	
	
	4
	3
	7

	61241-1
	Electrical apparatus for use in the presence of combustible dust - Part 1: Protection by enclosure “tD”
	3
	2
	5
	1
	11


NOTE
Above include certificates to IEC 60079-0
National accreditation
Accreditation was not held at the time of the assessment visit.  However, subsequently accreditation was received from Norwegian Accreditation, the local accreditation body.  Certificate PROD 021 was issued on 12 April 2103.  The scope was for the ATEX directive 94/9/EC. A copy of the certificate is shown in Annex B.
Assessment of manufacturers and issue of QARs
The procedure for assessment of manufacturers this is covered in MSD-EX-001.  At the time of the assessment the time frames for surveillance and re-assessment were not clearly identified in the document but this was subsequently rectified.  
Comments (including issues found during assessment)

As referred to above, some issues were found during the assessment visit. Full details of these are included in Annex A of the site assessment report.  All issues were resolved to the satisfaction of the assessment team.

4.1  ExTL for IECEx Certified Equipment Scheme

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.
Candidate ExTL persons interviewed

	Name
	Position

	Line Gangeskar
	HR and Quality Manager

	Asle Kaastad
	Principal Engineer and deputy head of section

	Arne Hortman
	Principal Engineer

	Line Gangeskar
	HR and Quality Manager


Associated ExCB(s)
The ExTL is integral with the ExCB and it has been formed from the ExTLs of Nemko and DNV.  It is located at the Nemko premises
Organisation

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

	Haakon Knudsen (at time of assessment visit)
	Managing Director
	None in Ex

	Geir Hørthe

(acting from 5/2/13)
	Managing Director
	None in Ex

	
	
	

	Martin Vestøl (at time of assessment visit)
	Head of Section (for Ex)
	None in Ex

	Bjørn Spongsveen (from 1/4/13)
	Head of Section (for Ex)
	25 years

	
	
	

	Asle Kaastad
	Principal Engineer and deputy head of section
	12 years

	Arne Hortman
	Principal Engineer
	26 years

	Ståle Sandstad
	Senior Engineer
	8 years


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

	Line Gangeskar
	HR and Quality Manager
	None in Ex but 10 in testing and certification environmental.  5 years in quality management.


Other employees in ExTL activity  
There are 17 employees in the ExTL with a total experience of 95 years in Ex.  In addition there are three employees in projects/sales support.
Organizational structure

The organisational structure is shown in Annex A
Resources
At the time of the assessment there were 12 full-time employees and one part-time employee in Hazloc/Ex section who may be employed in ExTL activities.  In addition there were three DNV employees in the USA who are used in an ExTL role plus two more in training.  They can also be used in an ExCB role.  
Test reports issued
Number of test reports (ExTRs) issued under for the preceding four years for each type of protection for both Nemko and DNV.  
ExTRs issued by Nemko
	Standards
	Title
	Number of issued test reports

	
	
	2009
	2010
	2011
	2012
	Total

	 60079-1
	Explosive atmospheres - Part 1: Equipment protection by flameproof

enclosures “d”
	3
	6
	8
	3
	20

	 60079-2 
	Explosive atmospheres - Part 2: Equipment protection by pressurized

enclosure «p»
	
	
	
	1
	1

	 60079-5


	Explosive atmospheres - Part 5: Equipment protection by powder filling «q»
	1
	
	
	
	1

	 60079-6


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

	 60079-7
	Explosive atmospheres - Part 7: Equipment protection by increased

safety "e"
	3
	3
	7
	2
	15

	 60079-11
	Explosive atmospheres - Part 11: Equipment protection by intrinsic safety “i”
	3
	11
	12
	16
	42

	 60079-15


	Explosive atmospheres – Part 15: Equipment protection by type of protection "n"
	
	1
	5
	3
	9

	 60079-18
	Explosive atmospheres – Part 18: Equipment protection by encapsulation “m”
	1
	2
	4
	2
	9

	 60079-25


	Explosive atmospheres – Part 25: Intrinsically safe electrical systems
	
	
	
	
	

	 60079-26


	Explosive atmospheres - Part 26: Equipment with equipment protection

level (EPL) Ga
	1
	6
	1
	2
	10

	* 60079-27


	Explosive atmospheres – Part 27: Fieldbus intrinsically safe concept (FISCO)
	
	
	
	1
	1

	 60079-28


	Explosive atmospheres - Part 28: Protection of equipment and transmission systems using optical radiation 
	
	
	
	
	

	 60079-30-1


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

	 60079-31
	Explosive atmospheres – Part 31: Equipment dust ignition protection by enclosure "t"
	2
	
	4
	2
	8

	* 61241-0


	Electrical apparatus for use in the presence of combustible dust - Part 0: General requirements
	1
	1
	1
	
	3

	* 61241-1 

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

	 61241-4 


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

	* 61241-11


	Electrical apparatus for use in the presence of combustible dust – Part 11: Protection by intrinsic safety 'iD'
	1
	1
	1
	1
	4

	* 61241-18


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

	* 62013-1 


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


NOTE
Above include reports to IEC 60079-0
ExTRs issued by DNV
	Standards
	Title
	Number of issued test reports

	
	
	2009
	2010
	2011
	2012
	Total

	60079-1
	Explosive atmospheres - Part 1: Equipment protection by flameproof enclosures “d”
	4
	6
	14
	8
	32

	60079-2
	Explosive atmospheres - Part 2: Equipment protection by pressurized enclosure «p»
	1
	
	
	2
	3

	60079-7
	Explosive atmospheres - Part 7: Equipment protection by increased safety "e"
	3
	2
	8
	2
	15

	60079-11
	Explosive atmospheres - Part 11: Equipment protection by intrinsic safety “i”
	5
	4
	7
	8
	24

	60079-15
	Explosive atmospheres – Part 15: Equipment protection by type of protection "n"
	2
	
	1
	1
	4

	60079-18
	Explosive atmospheres – Part 18: Equipment protection by encapsulation “m”
	1
	
	1
	2
	4

	60079-28
	Explosive atmospheres - Part 28: Protection of equipment and transmission systems using optical radiation
	
	2
	2
	2
	6

	60079-31
	Explosive atmospheres – Part 31: Equipment dust ignition protection by enclosure "t"
	
	
	4
	3
	7

	61241-1
	Electrical apparatus for use in the presence of combustible dust - Part 1: Protection by enclosure “tD”
	5
	1
	5
	1
	12


NOTE
Above include reports to IEC 60079-0

National accreditation

Accreditation was not held at the time of the assessment visit.  However, subsequently accreditation was received from Norwegian Accreditation, the local accreditation body.  Certificate TEST 274 was issued on 12 April 2013.  The scope covers all standards shown n the scope section of this document with the exception of superseded standards in the IEC 61241 series (but these might be considered to be covered by latest editions with different numbers.
Calibration
 There is currently a spreadsheet covering all instruments.  This needs revision to ensure all calibration dates and intervals are included.  There is no system to flag instruments due for calibration.    At present the Nemko system can be used to flag instruments that been transferred from Nemko.  A similar approach is used for instruments from DNV. Details of the final Presafe system for control of calibration should be provided when it is available.
MSD-EX-300 is a draft equipment procedure that includes information in calibration.  A copy of the issued procedure should be provided.  Nemko and DNV serial numbers for existing equipment will be retained but Presafe numbers will be allocated for purchased instruments. 
All instruments checked were in calibration.  But there was one issue with a couple of ranges out calibration that was resolved.

Comments (including issues found during assessment)

A number of issues were raised at the assessment visit and include:

· The system for retaining original data from data loggers

· Clarification on how the Presafe calibration system would work and in relation to uncalibrated ranges in an instrument.

· Rationale for omitting tests

· Specific issues with reports and certificates

· The filter used for Ex d pressure determination

· Ability to use the spark test apparatus with a factor of safety of 1.5

· ‘Noise’ on pressure determination records.
Full details of these are included in Annex B of the site assessment report.  All issues were resolved to the satisfaction of the assessment team.

5.1 ExCB for Certified Service Facilities Scheme
Assessment references

t) IECEx 03  IECEx Certified Service Facilities Scheme covering repair and overhaul of Ex equipment – Rules of Procedure

u) IECEx OD013 IECEx Operations Manual – Assessment and Certification of Ex Repair and Overhaul Service Facilities
v) IECEx OD014 Quality management system requirements and assessment of, for IECEx Service Facilities involved in repair, overhaul and modification of Ex equipment
w) IECEx OD015  Additional Requirements for IECEx Service Facilities involved in repair, overhaul and modification of Ex equipment
x) IECEx OD016 , Assessment Procedures for IECEx acceptance of Candidate Certification Bodies (ExCBs) for the purpose of issuing IECEx Certificates to Ex Service Facilities involved in the Repair, Overhaul and Modifications of Ex equipment
y) ISO/IEC Guide 65:1996, Edition 1, General requirements for bodies operating product certification systems
z) IEC 60079-19 Explosive atmospheres – Part 19: Equipment repair, overhaul and reclamation
NOTE
The latest editions of the above documents were applied
Candidate ExCB persons interviewed

	Name
	Position

	Kenneth Narvestad
	Senior Engineer

	Asle Kaastad
	Principal Engineer and deputy head of section

	Line Gangeskar
	HR and Quality Manager


Organisation

Names, titles and experience of the senior executives

	Name
	Title
	Experience

	Haakon Knudsen (at time of assessment visit)
	Managing Director
	None in Ex

	Geir Hørthe (acting from 5//2/13)
	Managing Director
	None in Ex

	
	
	

	Martin Vestøl (at time of assessment visit)
	Head of Section (for Ex)
	None in Ex

	Bjørn Spongsveen (from 1/4/13)
	Head of Section (for Ex)
	25 years

	
	
	


Name, title and experience of the quality management representative

	Name
	Title
	Experience 

	Line Gangeskar
	HR and Quality Manager
	None in Ex but 10 in testing and certification environmental.  5 years in quality management.


Name and title of signatories for certification

	Name
	Title
	Comments

	Bjørn Spongsveen
	Head of Section (for Ex)
	New Head of Section from 1/4/13

	Ståle Sandstad
	Senior Engineer
	

	Asle Kaastad
	Principal Engineer and deputy head of section
	

	Arne Hortman
	Principal Engineer
	


Other employees in ExCB activity

	Name
	Title/responsibility
	Experience in Ex

	Asle Kaastad
	Technical Manager
	12 years in Ex

	Kenneth Narvestad
	Service Facilities for Ex
	8 years in Ex.  

	Asgeir Holt
	Service Facilities and Factory inspection for Ex
	10 years in Ex

Subcontracted for the work from Nemko


Organizational Structure
See Annex A
Resources
The procedure covering the service facilities is MSD-EX-006.  It references a planning list which will remain in draft form until the Presafe operation formally commences in IECEx.  Some revision was done to the procedures to more accurately reflect the position in Presafe and periods for surveillance assessments and re-assessment.

Certification operations
National approval/certification Methods

Nemko currently operates a national scheme for repair workshops.  This will be taken over by Presafe but it is expected that resources from Nemko will be subcontracted to assist with the process.  There are approximately 55 customers in the scheme.  Some bodies in this scheme are manufacturers who also require assessments for QARs.
Application for certification
This is addressed in the request for quotation MSD-051

Withdrawal and cancellation of certificates
Additional information was included in the procedures to addressed withdrawal and cancellation of certificates.

Statistics
Detail experience in assessment and certification of Ex related Service Facilities for the Ex Protection under this application during the past 2 years:
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National accreditation
There is no national accreditation held by Nemko and none is planned for Presafe, in the filed of Certification of Service Facilities.

Comments (including issues found during assessment)

A few issues were identified with procedures and reports concerning, Report numbering, procedures for cancellation of certificates and audit planning, as shown in Annex C of the site assessments report, held by the Secretariat.  These were resolved to the satisfaction of the assessment team.
6.1 IECEx Conformity Mark Licensing System
Assessment references

aa) IECEx04 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – IECEx Conformity Mark Licensing System – Regulations
ab) IECEx04A IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Guidance for making applications for and use of IECEx Conformity Mark
ac) 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
ad) 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
Comments (including issues found during assessment)

As re-assessment of DNV and Nemko had fallen due prior to Presafe being prepared for this site assessment visit, a surveillance visit was carried on both bodies in February 2012.

Procedures for the conformity mark are in MSD-EX-007.  The procedure covers the essential requirements for OD022 and OD023.
7.1  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 
Presafe Organisation Chart
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Annex B 
Accreditation Certificate for Product Certification
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Annex C 
Accreditation Certificate to ISO/IEC 17025 
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