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INTRODUCTION

During the 2011 Split ExMC Meeting a decision was taken concerning the transition from the existing Quality Management System requirements for manufacturers under the IECEx Certified Equipment Scheme, from IECEx Operational Document OD 005-1 to the new ISO/IEC 80079-34 Standard.

This document sets out the transitional requirements as well as a comparison checklist between both ISO/IEC 80079-34 and IECEx OD 005-1. In addition, to detailing the QMS requirements, this document is issued for the assistance of manufacturers and IECEx Certification Bodies, ExCBs.
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Section 1 – Transitional Period

1.1
Transitional Period
To enable integration of the new Standard ISO/IEC 80079-34 the IECEx Management Committee have determined that the following transition arrangements shall apply to enable smooth transition for the previously used IECEx Operational Document OD 005-1 to ISO/IEC 80079-34.

1. New Applicants – Until 31 December 2014, Audits may be conducted according to either IECEx OD 005-1 or ISO/IEC 80079-34 but all subsequent audits shall be conducted using ISO/IEC 80079-34.

2. Surveillance audits and re-assessments : From 1 January 2012, the next surveillance audit or re-assessment may be conducted using either IECEx OD 005-1 or ISO/IEC 80079-34.  However, after that audit all following surveillance audits shall be conducted using ISO/IEC 80079-34.

1.2 
Withdrawal of IECEx OD 005-1
IECEx Operational Document OD 005-1 shall be withdrawn on 1 January 2015
Section 2 – Outline of Significant Changes between 

IECEx OD 005-1 and ISO/IEC 80079-34
2.1 Table of Changes 

The following table has been prepared by IECEx ExMC WG5 as a Comparison Checklist of major differences between ISO/IEC 80079-34 and IECEx OD 005-1 and is provided for the assistance of both manufacturers and IECEx Certification Bodies. 
This ISO/IEC 80079-34 Standard supersedes OD 005-1.

	
	Type

	Significant changes
	Clause
	Minor and editorial changes
	Extension
	Major technical changes

	New reference to ISO and IEC standard
	2
	X
	
	

	Adding of new definition
	3
	X
	
	

	Adding of a note to explain that the body responsible for the quality assessment may be different from the body who issued the Ex certificate
	4.2.1 g)
	X
	
	

	Adding of new clause specifying that the manufacturer shall have a documented process to annually check the validity of all document relating to Ex products
	4.2.1 h)
	X
	
	

	The note regarding the fact the manufacturer has to retain adequate quality records to demonstrate conformity of the product is now a requirement.
	4.2.4
	X
	
	

	The responsibilities and authority of the person who reviews the Ex certificate and the technical documentation and who identifies any changes that affect product compliance with the certificate need to be defined.
	5.5.1 g)
	X
	
	

	All people having an impact on Ex compliance need to receive appropriate training.
	6.2.2
	X
	
	

	The Authorised person has to approve any changes that could compromise Ex compliance.
	7.3.7
	X
	
	

	Move from 5.4.2 the fact that the manufacturer has to facilitate the audit of the supplier if required by the Certification Body
	7.4.1 f)
	X
	
	

	Alternative of how to be sure that the suppliers have the current version of the documentation
	7.4.2 d)
	
	X
	

	Explanation of what is required for material purchasing
	7.4.3 j)
	X
	
	

	Move from 8.2.3 of the requirement regarding that special validation need to performed to validate of the processes for production
	7.5.2
	X
	
	

	Update of the example of what need to be checked for each type of protection

Addition of example for type of protection ‘t’, gas detectors and flame arrestors
	Annex A
	X
	
	


NOTE 1 The technical changes referred to include the significant technical changes from the revised document but this is not an exhaustive list of all modifications from the previous version.
2.2 Additional information
2.2.1 Definitions

Minor and editorial changes 
clarification
decrease of technical requirements
minor technical change
editorial corrections

Changes in a standard classified as ‘Minor and editorial changes’ refer to changes regarding the previous standard, which modify requirements in an editorial or a minor technical way. In addition, changes of the wording to clarify technical requirements without any technical change are classified as ‘Minor and editorial changes’.

A reduction in level of existing requirement is also classified as ‘Minor and editorial changes’.

Extension
addition of technical options
Changes in a standard classified as ‘extension’ refers to changes regarding the previous standard, which add new or modify existing technical requirements, in a way that new options are given, but without increasing requirements for equipment that was fully compliant with the previous standard. Therefore these ‘extensions’ will not have to be considered for products in conformity with the preceding edition.

Major technical changes
addition of technical requirements
increase of technical requirements

Changes in a standard classified as ‘Major technical change’ refer to changes regarding the previous standard that add new technical requirements or increase the level of existing technical requirements, in a way that a product in conformity with the preceding standard will not always be able to fulfil the requirements given in the new standard. ‘Major technical changes’ have to be considered for products in conformity with the preceding edition. For every change classified as ‘Major technical change’, additional information is provided in clause 2.2.2.

NOTE 2 These changes represent current technological knowledge). However, these changes should not normally have an influence on equipment already placed on the market.

2.2.2 Explanation of the major technical change
None
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