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INTRODUCTION

This document replaces ExTAG/218/CC Compilation of Comments on Draft ExTAG/217/CD- Decision Sheet – Revision of ExTAG DS 2004/006A – What procedures should be followed for manufacturers that are seeking an ExTR (and subsequent IECEx Certificate of Conformity, CoC) on an end-product that includes Ex components not covered by an ExTR and manufactured by another manufacturer?

It now contains observations from the originator.
This document has been circulated for consideration by members during the ExTAG 2011 Split Meeting. 
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	Member Body/

Country
	Clause/ Sub-clause
	Paragraph Figure/ Table
	Type of 

comment 

General/

technical/

editorial
	COMMENTS
	Proposed change
	Observation

	FTZU/CZ


	Situation 1
	2nd bullet 
	Te/ed
	There is not necessary to ask for the full ExTR including set of drawings. The acceptance of component has been already confirmed by the accepted ExTL ( by issuing the ExTR) even if no CoC has been issued. 


	Reword the beginning of  sentence: - if required, request and hold …….. ..” 
	No action to be taken as part of this proposed DS revision, since this comment does not relate to the proposed revisions.  The Commenter should consider making a separate DS proposal to address this issue.  

	FTZU/CZ
	Situation 2
	Last  bullet 
	ed
	There is mentioned reference to Option 1 . It should be mentioned “ Situation 1 “ 
	Change the word “Option 1” to “Situation 1” 
	Accepted, but the clause reference should point to the last bullet for situation 3, not situation 2.

	INERIS / FR
	Situation 1
	3rd
	T
	We are in favour with this addition but there is another solution. It’s to indicate both version of the standard used in the certificate, when the end manufacturer does not want to pay the extra cost for the tests of the Ex components. A comment has also to be added in the Equipment Description that the Ex Components were assessed in accordance with the previous version of the standards.
	Check ..... end product or indicate in the standards section the standards used for the Ex Components and indicate in Equipment section which Ex components were assessed in accordance with the previous version of the standards.
	Rejected.  The intent of this proposed DS revision is to clarify the requirement that the IECEx ExCB/ExTL must check that the IECEx ExTR, covering the Ex component, is for the same editions of standards as the end product evaluation or verify that the Ex component meets the requirements in standards/editions used for the end product.

	INERIS / FR
	Situation 2
	3rd
	T
	We are in favour with this addition but there is another solution. It’s to indicate both version of the standard used in the certificate, when the end manufacturer does not want to pay the extra cost for the tests of the Ex components. A comment has also to be added in the Equipment Description that the Ex Components were assessed in accordance with the previous version of the standards.
	Check ..... end product or indicate in the standards section the standards used for the Ex Components and indicate in Equipment section which Ex components were assessed in accordance with the previous version of the standards.
	Rejected.  The intent of this proposed DS revision is to clarify the requirement that the IECEx ExCB/ExTL must check that the IECEx ExTR, covering the Ex component, is for the same editions of standards as the end product evaluation or verify that the Ex component meets the requirements in standards/editions used for the end product.  

	NANIO CCVE

(RU)
	
	
	
	We support ExTAG/217/ CD in general but as all the requirements to the control of Ex component suppliers by the end product manufacturer are 
specified in clause 7.4 OD 005-1, we consider the following requirement in this draft are excessive

particularly because of the necessity to conclude the agreement/contracts on assessment of the component manufacturer’s quality procedures:

Verification by the end product manufacturer may be by:

The end product manufacturer evaluating the procedures of the component manufacturer, for

compliance with OD 005.1 and then conducting their own site assessments to ensure successful implementation of such procedures;

Where the component manufacturer holds ISO 9001 Certification by a body that is accredited by an IAF Member-

The end product manufacturer evaluates the procedures of the component manufacturer, for

compliance with OD 005.1, with the ISO 9001 Certification agency, providing a report that confirms implementation of such procedures.

The ExCB issuing the QAR to the end product manufacturer has the responsibility of evaluating

the effectiveness of the end product

manufacturer’s method of their control over the component manufacturer and when there is a lack of evidence to demonstrate compliance, the ExCB

has the right to carry out their own assessment of the component manufacturer’s quality procedures.


	Delete the following: Verification by the end product manufacturer may be by:

The end product manufacturer evaluating

the procedures of the component

manufacturer, for compliance with OD

005.1 and then conducting their own site

assessments to ensure successful

implementation of such procedures;

Where the component manufacturer holds ISO 9001 Certification by a body that is accredited by an IAF Member-

The end product manufacturer evaluates

the procedures of the component

manufacturer, for compliance with OD

005.1, with the ISO 9001 Certification

agency, providing a report that confirms

implementation of such procedures.

The ExCB issuing the QAR to the end

product manufacturer has the responsibility of evaluating the effectiveness of the end product manufacturer’s method of their

control over the component manufacturer

and when there is a lack of evidence to

demonstrate compliance, the ExCB has the right to carry out their own assessment of the component manufacturer’s quality procedures.
	No action to be taken as part of this proposed DS revision, since this comment does not relate to the proposed revisions.  The Commenter should consider making a separate DS proposal to address this issue.  
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