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INTRODUCTION

In line with decisions during the Calgary 2012 ExMC Meeting and the Buxton 2013 IECEx Operational meetings, Members are to consider proposed amendments to IECEx 02 Edition 5.0 (current edition) to address the following three issues:

1. The proposed introduction of interim surveillance assessments of ExCBs and ExTLs (see also ExMC Fortaleza 2013 Agenda Item 7.3 and the associated document ExMC/857/DV for additional and background information). 
2. A response to Action Item #32 from the ExMC Calgary 2012 meeting regarding the requirements for manufacturers’ ISO 9001 certification and their certifying body’s IAF affiliation.
3. Clarification of the criteria for the endorsement of applicant ExCBs and ExTLs when applying to join IECEx.
NOTE: this Version A revision of ExMC/863/DV incorporates corrections and editorial changes. The original document should be disregarded.
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Proposed Amendments to IECEx 02 Edition 5.0 according to issue:
ISSUE 1 – Interim Surveillance Assessments of ExCBs and ExTLs.
Current text from Sections 11.1.12 and 11.2.9 of IECEx 02:
11.1 
Acceptance of certification bodies

11.1.12

Re-assessment

By means of re‑assessment to the extent and frequency deemed necessary, the ExMC shall verify whether ExCBs are still fulfilling the conditions of ‎11.1.1.

11.2 
Acceptance of Ex testing laboratories
1.1.1 
Re-assessment

By means of re‑assessment and comparative assessment and testing to the extent and frequency deemed necessary, the ExMC shall verify whether the ExTLs are still fulfilling the conditions of ‎11.2.1.

Arising from discussions at the Buxton 2013 meeting of WG1 (refer ExMC/873/R, Item 13) the following amendment to Sections 11.1.12 and 11.2.9 of IECEx 02 are proposed:
11.1
Acceptance of certification bodies

11.1.12

Re-assessment

By means of re‑assessment to the extent and frequency specified in OD 003-2, Section 2.2.3, the ExMC shall verify whether ExCBs are still fulfilling the conditions of ‎11.1.1.

11.2
Acceptance of Ex testing laboratories

11.2.9

Re-assessment

By means of re‑assessment and comparative assessment and testing to the extent and frequency specified in OD 003-2, Section 2.2.3, the ExMC shall verify whether the ExTLs are still fulfilling the conditions of ‎11.2.1.

-------------------------------------------
ISSUE 2 - Reference to IAF Signatory for accredited CBs providing ISO 9001 Certification
Current text from Section 8.3.7 of IECEx 02:

8.3.7
 Surveillance

Where an IECEx CoC is issued, the ExCB issuing the CoC shall either carry out or ensure that periodic surveillance of certified Ex equipment, including examination of documentation and assessment of the manufacturer’s quality management system for continued compliance with ISO/IEC 80079-34, is conducted. The ExCB responsible for issuing the CoC may conduct the surveillance activities or arrange for another ExCB to carry out this work. The frequency of such surveillance, inspection and assessment and testing shall be determined by the issuing ExCB in accordance with the IECEx Certified Equipment Scheme requirements and in light of the effectiveness of the manufacturer's quality plan(s) but as a minimum shall comply with the following:

a) Where manufacturers hold ISO 9001 certification by a body accredited by an IAF Member, not more than 18 months

b) Manufacturers other than a) above, not more than 12 months

c) Where changes to the manufacturer may impact on their compliance with quality management system requirements, e.g. relocation of manufacturing location, as determined by the ExCB

Such frequency shall take into account whether the manufacturer holds current ISO 9001 certification/registration by a competent body.

Arising from discussions at the Buxton 2013 meeting of WG5 (refer ExMC/874/R, Item 4.1.1) the following amendment to Section 8.3.7 of IECEx 02 is proposed:
d) Where manufacturers hold ISO 9001 certification by a body accredited by an IAF signatory organisation, not more than 18 months
-------------------------------------------

ISSUE 3 - Endorsement of applicant ExCBs and ExTLs when applying to join IECEx

Current text from Section 11.1 of IECEx 02 (Edition 5.0):
11.1
Acceptance of certification bodies

11.1.1
Conditions for acceptance

A certification body shall be accepted as an ExCB by the ExMC and given the right to issue IECEx CoC, ExTRs and QARs to specified standards, under the following conditions and according to the procedures stipulated in ‎11.1.2 to ‎11.1.14:

· The certification body shall be located in a participating country

· The certification body shall operate a recognized certification or approval scheme at national level for the specified types of protection

· The competence of the certification body to comply with these Rules shall be demonstrated by assessment. The general competence, efficiency, experience, familiarity with the relevant standards and the types or concepts of protection included in those standards and competence to carry out quality management system assessments as well as compliance with ISO/IEC 65 shall be assessed. Acceptance in another IEC Conformity Assessment System or IECEx Scheme or accreditation by a recognized national accreditation body shall be taken into account. In those cases, the ExMC shall decide upon the extent of the assessment that is necessary

· The certification body shall not be part of, or under the influence of, manufacturing interests associated with Ex products or services

· The certification body shall have within its organization, or have an agreement to employ, an ExTL accepted by the ExMC according to these Rules for the relevant types of protection
11.1.2
Application

The candidate certification body, via the national Member Body of the IECEx System, shall make an application for the acceptance of a certification body for one or more standards accepted for use in the IECEx Certified Equipment Scheme. Applications from candidate certification bodies require the endorsement of the Member Body of the country of operation of the candidate CB. This endorsement shall be received by the ExMC Secretary prior to the application being accepted. 

The application shall be submitted to the Secretary of the ExMC and shall be accompanied by a declaration as detailed in ‎Annex A.

Where separate national certification or approval is required in a country as a condition to supply a product for use in that country, the candidate certification body shall declare that the national certification or approval can be based on an ExTR. When national differences or other conditions have to be fulfilled, they shall be as declared by the Member Body of the IECEx System and published in the IECEx Bulletin. There shall not be more than one set of national differences for each country.

In submitting an application, the candidate certification body agrees to comply with the IECEx Scheme Rules, as amended along with an IECEx code of professional conduct which includes, at all times, to support the principles and aims of the IECEx System.

Upon application, the candidate certificate body is admitted as a member of the IECEx Conformity Assessment Bodies Committee, known as ExTAG (Ex Testing and Assessment Group), with full voting rights.
Arising from discussions at the Buxton 2013 meeting of WG1 (refer ExMC/873/R, Item 8) regarding the need for clarification of the  requirements for Member Body endorsement of ExCBs and ExTLs located and operating in other countries, the following amendments to Sections 11.1.1 and 11.1.2 are proposed):
11.1
Acceptance of certification bodies

11.1.1
Conditions for acceptance

A certification body shall be accepted as an Ex Certification Body (ExCB) by the ExMC and given the right to issue IECEx CoC, ExTRs and QARs to specified standards, under the following conditions and according to the procedures stipulated in ‎11.1.2 to ‎11.1.14:

· The certification body shall be a legal entity such that it can be held legally responsible for its certification activities

· The certification body shall be located in a participating country

· The certification body shall operate a recognized certification or approval scheme at a national level for the specified types of protection
· The competence of the certification body to comply with these Rules shall be demonstrated by assessment. The general competence, efficiency, experience, familiarity with the relevant standards and the types or concepts of protection included in those standards and competence to carry out quality management system assessments as well as compliance with ISO/IEC 65 shall be assessed. Acceptance in another IEC Conformity Assessment System or IECEx Scheme or accreditation by a recognized national accreditation body shall be taken into account. In those cases, the ExMC shall decide upon the extent of the assessment that is necessary

· The certification body shall not be part of, or under the influence of, manufacturing interests associated with Ex products or services

· The certification body shall have within its organization, or have an agreement to employ, an ExTL accepted by the ExMC according to these Rules for the relevant types of protection
11.1.2
Application

The candidate certification body, via the national Member Body of the IECEx System where the candidate certification body will operate, shall make an application for acceptance as an Ex certification body for one or more standards accepted for use in the IECEx Certified Equipment Scheme. Applications from candidate certification bodies require the endorsement of the Member Body of the country of intended operation of the candidate certification body. This endorsement shall be received by the ExMC Secretary prior to the application being accepted. 

The application shall be submitted to the Secretary of the ExMC and shall be accompanied by a declaration as detailed in ‎Annex A.

Where separate national certification or approval is required in a country as a condition to supply a product for use in that country, the candidate certification body shall declare that the national certification or approval can be based on an ExTR. When national differences or other conditions have to be fulfilled, they shall be as declared by the Member Body of the IECEx System and published in the IECEx Bulletin. There shall not be more than one set of national differences for each country.

In submitting an application, the candidate certification body agrees to comply with the IECEx Scheme Rules, as amended along with an IECEx code of professional conduct which includes, at all times, to support the principles and aims of the IECEx System.

Upon application, the candidate certification body is admitted as a member of the IECEx Conformity Assessment Bodies Committee, known as ExTAG (Ex Testing and Assessment Group), with full voting rights.
------------------------------------------------

Current text from Section 11.2 of IECEx 02 (Edition 5.0):
11.2
Acceptance of Ex testing laboratories

NOTE Applications for acceptance of a certification body and an associated testing laboratory may be submitted independently or as one combined application, in which case assessment according to ‎11.1 and ‎11.2 may be combined.
11.2.1 
Conditions for acceptance

Acceptance of an Ex testing laboratory as an ExTL is subject to the following conditions and to the procedures stipulated in ‎11.2.2 to ‎11.2.10:

· The Ex testing laboratory shall be located in a participating country

· An Ex testing laboratory can operate as an ExTL if it is integral with an ExCB, under the complete technical and legal control of an ExCB or has a written agreement with an ExCB to undertake work with it according to these Rules

· The competence of the assessment and testing laboratory shall be demonstrated by assessment. The general competence, efficiency, experience, familiarity with the relevant standards and the types of protection included in those standards as well as compliance with ISO/IEC 17025 and the IECEx Technical Guidance Documents shall be assessed. Acceptance in another IEC Conformity Assessment System or IECEx Scheme or accreditation by a recognized national accreditation body shall be taken into account. The ExMC shall decide upon the extent of the assessment that is necessary

· The Ex test laboratory shall not be part of, or under the influence of, manufacturing interests associated with Ex products or services
11.2.2

Application

An application for the acceptance of laboratory as an ExTL for assessment and testing according to one or more standards accepted for use in the IECEx Certified Equipment Scheme shall be made by the candidate assessment and testing laboratory, via the Member Body of the ExMC.

The application shall be submitted to the Secretary of the ExMC and shall be accompanied by a declaration as detailed in ‎Annex B.

Arising from discussions at the Buxton 2013 meeting of WG1 (refer ExMC/873/R, Item 8) regarding the need for clarification of the requirements for Member Body endorsement of ExCBs and ExTLs located and operating in other countries, the following amendments to Section 11.2.2 are proposed:
11.2.2

Application

An application for the acceptance of an Ex testing laboratory as an ExTL for assessment and testing according to one or more standards accepted for use in the IECEx Certified Equipment Scheme shall be made by the candidate assessment and testing laboratory, via a Member Body of the IECEx System.

The application shall be submitted to the Secretary of the ExMC and shall be accompanied by a declaration as detailed in ‎Annex B.

------------------------------------------------
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