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Introduction

This document is a compilation of comments received regarding document 

OD 009/V1. These comments will be considered during the October 2003 Budapest Meetings of WGs 1 and 5 and also of the ExMC.
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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 DOCUMENT 

	Reference number of the CD

OD 009/Version 1


	Date of Circulation:

2003 06

	
	Date of issue of CC:

2003 09


	Title of the Committee Document:

IECEx Operations Manual
Procedures for the Issuing of IECEx Certificates of Conformity, IECEx Test Reports and IECEx Quality Assessment Reports


	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 1st September 2003.



	Comments received – IECEx Treasurer, IEC/TC 31 Chairman, CN, 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
	Congratulations for this very fine document. Very good and very precise.


	
	Noted

	IEC/TC 31

Chairman


	
	
	General
	Minor editorials
	
	To be incorporated in revised document

	CN
	
	
	General
	For related documents, it should refer to ExCB's certification program and procedures instead of ExCB's quality system and ISO/IEC Guide 65.


	
	I agree. The intention is that the quality system embodies the ExCB's certification procedures but you are correct, it may be best to refer to this instead.



	DE
	
	Introduction
	General
	In the second paragraph product testing and QAR is linked directly together. The QAR must be more general and not linked directly to individual product certificates. The QAR is focussed on the quality assurance system, and not on a specific product.


	Delete “covering the same product”
	A QAR may cover more than 1 certificate and product. The linkage is intended to show that an evaluation of the quality system has been performed as related to the product. For further discussion at the Budapest Meeting 



	GB
	
	
	General
	Although there are references to the use of QARs for more than one certificate in the same family of products, the procedures are written almost as if there should be a one-to-one correspondence between ExTRs and QARs.  Having worked with similar regimes for over ten years, this seems too prescriptive for situations where a manufacturer may be having new certificates issued twice a week.  We believe that the need for a new QAR, or the acceptance of an existing QAR (possibly with the addition of a new specific quality plan, if appropriate) should be part of the initial contract review stage, referring specifically to clause 6.2.2 of ExMC/161/CD
	
	The restriction pointed out by GB was not intended.  OD 009 wording needs review to reflect both GB and DE comments on this subject.  GB suggestion to include also as part of contract review was also intended.  Agree that we need to expand this.

For discussion in Budapest

	Section 1 Comments

	DE
	
	Figure 1
	General 
	See comment to introduction.


	QAR must be seen independent from COC and therefore be handled in a separate figure
	For further discussion at the Budapest Meeting

	IECEx 

Treasurer
	Step 2
	
	Editorial
	Text missing in Notes/Comments
	
	Noted

“….and recorded” is missing

	CN
	Step 2
	
	General 
	In the contract review, ExCB shall review whether the manufacturer has established a quality management system
	
	Yes, again you are correct determining this at the contract review stage would be helpful

	IECEx 

Treasurer
	Step 11


	
	General
	A period of 5 years is mentioned. In comparison to the IECEE scheme where a certificate is valid for three years we should think about 3 years also. In Annex A on page 18, 3 years are used. Many things happen in three years. Having a declaration of identity from the customer may create difficulties. Hence, renewal of a CoC after three years and check testing has been done.


	
	For discussion at Budapest Meetings 

	DE
	Step 12

up to 20
	
	General
	As commented before and also commented from Germany in the comments on Ex MC_154_DV the 

Quality Assessment must be seen independent from the apparatus certification. In the certification process only very specific quality activities if required must be checked 


	Delete the direct linking to the certification process and prepare a separate figure
	For discussion at Budapest Meetings

	GB
	Step 13


	
	General
	There is a reference to 13a and 13b that are missing.  Was the intent to have text equivalent to 5a and 5b, in the different context, or is it all now covered an Annex B


	
	Agree. Additional text to provide an explanation for each of steps 13a and 13b would ensure that the document remains consistent.

For discussion in Budapest

	GB
	Step 19


	
	General
	This does appear to allow pre-existing QARs to be used, but 20a does not show a mechanism for introducing the formal trace ability between certificate, ExTR and QAR when the QAR pre-exists the ExTR.


	
	Step 21 is intended to provide this traceability.  If not clear we may need additional or new words to ensure this is understood.

For further discussion in Budapest

	DE
	Step 21
	
	General
	See comments above

First bullet


	To shows the independence the first bullet must be modified to read

ExTR for the product and the QAR relating to the same product-category
	For discussion at Budapest Meetings

	DE
	Step 27
	
	General
	First bullet must be deleted

Second bullet must be restricted to non-technical issues only
	The second bullet should be modified to read 

Only non-technical matters regarding the certificate ...
	Certification maintenance requires ongoing surveillance however you are correct inquiries should be restricted to non-technical

	Section 2 Comments

	CN
	
	
	General
	For section two, it has not included the situation of the change of products and/or manufacturer's quality system, and the enlargement of product series.


	
	Further work is required to deal with changes. For discussion at Budapest Meetings

	GB


	
	
	General
	This emphasizes the problem identified in our general comment.  Once a manufacturer has more than five certificates, it becomes totally unwieldy to conduct the process exactly as described.  It would seem to be far more realistic to base the timing of the process on a regular audit pattern, into which new certificates are slotted as they are issued.  The audit then picks up the maintenance aspects of all the certificates at the same time.  The auditing should be based on the production facility (and its ability to produce product in accordance with the certificates) rather than on the individual certificates.


	
	Agree.  The intension here is that each certificate is covered by an ExCB’s audit plan of the manufacturer.  However, we must be careful to ensure that all certificates are covered, especially as new ones are issued.  Step 13 of Section 1 is intended to provide the mechanism for an ExCB to use existing audit data.  However I would support some further clarification in this regard, noting both GB and DE comments.

For further discussion in Budapest

	DE
	Figure 2
	
	General
	See comment on figure 1 
	Splitting of COC and Quality Assessment; write in box 1 ‘IECEx Certificate of Quality Assessment’ (e.g. IECEx CoQ)


	For discussion at Budapest Meetings

	DE
	Step 2 linked to figure 2
	
	General
	See comment above to figure 2 
	The manufacturer shall demonstrate that his quality system covers the product group which is necessary for an IECEx CoC. If the manufacturer cannot show this, a quality assessment (e.g. together with an follow up audit) must take place
	DE comment raises an important point of clarification.

For further discussion in Budapest

	Annex A Comments

	IECEx 

Treasurer
	
	
	General
	In Annex A the ExTL is mentioned as the accepting body for test results and assessment data. According to ISO/IEC Guide 65 it is always the certification body accepting or not accepting such information. Maybe a formal thinking. However, in case the above mentioned data are not correct for some reason, the ExCB is informing the customer and the ExTL towards the corrections of the ExTR and possible lacks in the assessment report. Generally seen, the ExNB collects all necessary documents: ExTR, QAR and contract (between the customer and the ExCB) towards the issue of the CoC. This is the normal procedure in certification system # 5.


	
	For discussion at Budapest Meetings

	IECEx 

Treasurer
	A2.3
	
	General
	Compared to other international certification systems this process can be called SMT (Supervised Manufacturer’s Testing). Procedures exist in IECEE and European schemes. Hence, not create another system!


	
	The intention is not to duplicate. Note previous ExMC agreement to await outcome of work within the CB Scheme on use of manufacturers testing 

	IEC/TC 31

Chairman


	A2.3
	
	General
	Thought this was pending the outcome from the working group. Having said that I have no major problem with what is said provided the assessment of ExTLs has examined how they do witness testing and it is covered in their scope.


	
	Agree, however it is felt that immediate guidance is necessary for both ExCBs and industry.

	GB
	A2.3
	
	General
	Whilst agreeing that caution needs to be observed when using data supplied by a manufacturer, we find it hard to believe that the intention is, for example, to have specialized ExTLs, re-doing Thermal Index testing for plastics, when this is far better done in a laboratory which specializes in this type of work.  Surely the important point is that the traceability of all test evidence used should be absolutely clear, including details of accreditation of any other laboratory that has been involved.  If, on the other hand, the purpose of A2.3 is to insist that ExTLs perform or supervise the gas testing of flameproof apparatus, we have no disagreement.  Perhaps clarification is needed.


	
	Agree.

This GB comment is consistent with the intent of the document and can best be explained in terms of the Ex Standard being the “Primary” standard and those standards that are referenced regarded as “Secondary” standards.

I do agree that clarification would be most helpful and would suggest that this could best be handled by a Clarification Sheet from ExTAG to reach consensus on how does an ExCB demonstrate compliance with “Secondary” standards

	Annex B Comments

	GB


	B2.1 e
	
	Editorial
	 We are puzzled by the change from past tense, in a) to d), to future tense in this indent, without clear explanation.  We assume that provided the most recent audit was done in accordance with ExMC/161/CD, this stands as valid, whether it was done the day before, or the day after, the date of acceptance of the ExCB by the IECEx Management Committee.  To assume otherwise, would render a) to d) redundant.
	
	The criteria for acceptance of previous data also includes procedural requirements.

Needs rewording.

	Annexes A and B

	IECEx 

Treasurer


	
	
	General
	During a transfer phase from all kind of national and international Ex certification systems (e.g. ATEX, Swiss VGSEB….) it may be a requirement from customers to use their “not complete” tests and quality assessment data to due the step towards the IECEx CoC. Maybe a special procedure, based on Annex A and B, should be developed. However, this may be a very complicated procedure and not less costly then a full testing/assessment procedure.


	
	For discussion at Budapest Meetings
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