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Introduction

This document is a compilation of comments received regarding document ExMC/161/CD. These comments will be considered during the October 2003 Budapest Meetings of WGs 1 and 5 and also of the ExMC.

	Address:

IECEx Secretariat

SAI Building

286 Sussex Street

Sydney 2000

Australia


	Tel:  +61 2 8206 6940

Fax: +61 2 8206 6272

Email: chris.agius@iecex.com
Internet: www.iecex.com


COMPILATION OF COMMENTS ON COMMITTEE DRAFT 

	Reference number of the CD

ExMC/161/CD


	Date of Circulation:

2003 06

	
	Date of issue of CC:

2003 09


	Title of the Committee Draft:

Guidelines on the Management of Assessment and Surveillance programs for the assessment of Manufacturer’s Quality System, in accordance with the IECEx Scheme.



	The above-mentioned document was circulated to IECEx Member Bodies, ExCBs, Candidate ExCBs, ExTLs and Candidate ExTLs with a request that comments be submitted by 31st August 2003.



	Comments received –IECEx Treasurer, Editorial comments received from the Chairman of IEC/TC 31, DE, GB



	ACTION:

Comments to be considered during the October 2003 Budapest Meetings of WGs 1 and 5 also of the ExMC.




	IECEx Member Body
	Clause/ Subclause
	Paragraph Figure/ Table
	Type of comment (General/ Technical/

Editorial)
	COMMENTS
	Proposed change
	OBSERVATIONS OF THE SECRETARIAT
on each comment submitted

	IECEx Treasurer
	
	
	General
	1. Thanks for your comments. I fully understood that this document must be focused especially on Ex...having the knowledge of Ex. I was many times thinking about guide 65 when reading 161. However, I have the feeling that the philosophy of guide 65 is met. Compared to guide 65 and certification system 5 document 161 is more focused on the product CoC, where in a system 5 a very clear separation is made between the factory inspection (including quality audit) and the type testing. Hence, all the modules will then be added, including a contract between the CB and the customer in order to issue a certificate


	
	Noted

	
	
	
	
	2. I have read document 161 and wish to place the following questions:

page 15, para 5.5.b
Do we have an official NCR form?
page 33, para 6.8.1
Rating B under Definitions: ... Also where compliance of the product...
compliance or non-compliance?
This one more time an excellent prepared paper.


	
	While NCR form is involved on Page 52 of ExMC/161/CD ExCB may prefer to use their own

	IEC/TC 31

Chairman


	
	
	General
	Minor editorials


	
	To be incorporated in revised document

	DE
	
	
	General
	Germany is in principle in favour 


	
	Noted

	DE


	
	
	General
	The procedures for the CoC and the QAR are linked in the document. The link between both leads to additional unnecessary administration and would slow down the certification process. The acceptance of the new certification scheme by manufacturers would be questionable. Hence, the quality assessment should be completely decoupled from the product assessment.

In practice the described common procedure is the exception, because the QAR must only be issued once with the first CoC. The following applications for another CoC do not require a repeated QAR procedure, provided the validity of the QAR has not expired.
(See also German comments on ExMC/154/DV)


	The certification procedure for the CoC should be decoupled from the quality assessment. One way to ensure, that the CoC is only used after a valid QAR has been issued, could be a restriction in the CoC, that the CoC is only valid in combination with a valid QAR. 

The manufacturer has to provide the product with both, the CoC and a valid QAR. The latter can be provided e.g. by the manufacturers internet homepage. 
	Note that the DE comment is consistent with DE’s comment on revised IECEx 02. This issue is scheduled for discussion at both joint meetings of WGs 1 and 5 and also of the ExMC, Budapest 2003.

However we must remember that ISO/IEC Guide 65 does require a connection between product evaluation (testing) and assessment of manufacturers systems 

	GB
	
	
	General
	We are generally supportive of this document, recognizing its derivation from a similar document used within Europe. (It may be prudent to do a word search on “notification” and “notifications”, since there still seem to be a number of references left over from the European text.  Note also the inclusion of “protective system, etc.” on Appendix A, which relates particularly to the ATEX Directive and is not relevant to IECEx.)


	
	Agree

	GB
	5.2 etc
	
	General
	We believe that there is insufficient emphasis placed on the initial document review, and too much on the initial site visit.

Our experience over the last ten years or so is that the initial on site assessment often takes place before there is any evidence of production of the particular type of product, which only takes place after the certificate is issued. For this reason, we emphasize the documentation, understanding and capability at the initial stage then conduct an in depth first surveillance as soon as production is properly under way.  This would normally be between six and nine months after the initial assessment.

For this reason, we believe that further work needs to be done on the resource guidance given in the table on page 12.

There is a text error in the second last paragraph on page 12.  The first and second sentences contradict each other.  We suggest that the second sentence should read “Further surveillance visits may be conducted at the discretion of the IECEx Certification Body, but there shall be at least one surveillance visit between three yearly re-assessments.”  (Any other interpretation of the ambiguous text would seem to suggest that Type C and Type D manufacturers are treated identically, which is presumably not the intention.)


	
	My experience supports the GB comment, especially when dealing with regulated fields such as Ex where the supplier cannot supply until they have certification/approval

For further discussion in Budapest

	Appendix A

	GB
	
	
	General
	According to 6.2.2, the Certification Body can amend the scope of the QAR after it is issued.  Also, the proposed layout does not allow for a situation where, for example, a single report may be covering an initial assessment for three ExTRs and a re-assessment for 30 ExTRs, each with various combinations of concepts.

It is suggested that the Front Sheet of the QAR (which is the document to be lodged with the secretariat) should list the protection concepts and the generic types of apparatus that have been audited.  A database should then be set up which cross refers the actual ExTRs, QARs and certificates and can be maintained as a live view of the situation.


	
	Wording does appear a little too loose

For further discussion in Budapest
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