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Introduction
This document sets out the compilation of comments received concerning document ExMC/524/CD – Draft OD 033 “Unit Verification”.

These comments are issued for consideration during the 2009 Melbourne meeting of ExMC
	Address:

IECEx Secretariat

Standards Australia Building

286 Sussex Street

Sydney  NSW  2000

Australia
	
	Tel:  +61 2 8206 6940

Fax: +61 2 8206 6272

Email: chris.agius@iecex.com


	Originator
	Clause/ Subclause
	Paragraph Figure/ 
Table

	Comment
	COMMENTS
on ExMC/524/CD Draft IECEx OD 033
	Proposed change
	REMARKS
Secretariat

	AU


	
	
	General
	The AU comment is of a general nature and is not specific for each clause of the operational document as they would be too numerous. We consider the operational document is far too complicated and appears to depart from the fundamental philosophy of an “IECEx Certificate of Conformity” Even the title suggested “IECEx Unit Verification Certificate” gives this indication.   Unless this Certificate has the same integrity due to the underlying rigid compliance to standards it will not be accepted in AU.

The intention as we understand is to allow a single product (or small production where all products are produced and verified in the same batch) to be certified and a Certificate of Conformity issued when the manufacturer does not have an audited Quality Program.  The expectation is that ALL the requirements of the standards can be demonstrated to be met for all the products covered by serial number on the certificate.  Where this involves the potential for damage to a product due to the tests required then the manufacturer, who has chosen this path, must submit additional components or sub-assemblies to enable full testing and assessment to be carried out.

Note:  Many of the requirements in the current document may have application in another program that could be needed to deal with equipment constructed “on site”. 

The operational document should be prepared to recognize all the elements already existing in the Certificate of Conformity requirements – making reference where necessary – and only address the essential differences needed to verify the aspects of all products due to the absence of a audited Quality Program.  This includes ensuring that testing and assessment is done by an ExTL in accordance with current requirements and that each individual item, whilst if in a batch not requiring full testing of all aspects, undergoes a full assessment verifying compliance.
	
	For discussion during the Melbourne 2009 ExMC Meeting

	CZ
	
	
	General
	We agree with the draft of the OD 033 document with comments


	
	Noted

	DE
	
	
	General
	In our capacity as German Member of IECEx we herewith inform you that we are in favour of

ExMC/524/CD


	
	Noted

	GB
	
	
	General
	The UK has a problem with this draft in that our opinion was that the WG were looking at Verification, as well as Unit Verification, and this has clearly not been covered.  Whilst the minutes of both Paris and Denver (where it was first raised) do not mention anything other than Unit Verification, the UK has clear recollection that we raised the matter of Verification in Paris and stressed the importance.  In our experience with ATEX, the ratio of Verification to Unit Verification is at least 100,

 

At the moment, we don't have any Unit Verification certificate format to look at.  It is critical that the certificates fall directly within the existing format and we suggest that the only differences should be in what is called up for the QAR and the addition of serial numbers.

If the QAR is was given greater flexibility, the QAR Summary (possibly with a more generic title) could also include the information about the certificate being a Unit Verification Certificate or, alternatively, provide access to a list of Verification Certificates and listing the products by serial number and the dates on which they were inspected. The ExTR could remain a compliance assessment and the QAR would become the verification/inspection record for each unit.

We would also suggest that the serial numbers are included on the certificate on the first page under marking.?).IECEx should try to This would make it clear to someone viewing the certificate, and probably not familiar with QAR's, that it only applies to particular serial numbers. Although this means raising the issue of the certificate each time an inspection is completed, our experience of this is that would not be a problem - the incidence of  unit verification work is quite low because it isn't cost effective for continuous production.


	
	The UK comment concerning the need to use the existing certificate system, is supported by the WG and it is the intension to use the same certificate template as is currently used for the Equipment Scheme.  

Therefore the UK proposal to keep the current CoC format but a difference relating to the QAR and inclusion of serial numbers is supported and the intent of this document.  Perhaps additional wording would assist to clarify this point.

Suggest further discussion during the 2009 Melbourne ExMC meeting

 

	MY
	
	
	General
	ExMC/524/CD, the vote is Approved by MY.

	
	Noted

	RU
	
	
	General
	We accept the OD without comments. However we should note that the IECEx 02 does not contain provision relative to the issue of the Unit Verification Certificate. This situation can be corrected at the time of the future IECEx 02 revision after the OD is adopted.

	
	Noted and agreed.  It is intended that Unit Verification be included in the next revision of IECEx 02

	SE
	
	
	General
	The Swedish NC has no comments on ExMC/524/CD

	
	Noted

	CA
	Foreword
	Section 3
	
	a)
If existing ExCB is qualified to handle regular applications for certification, there should be no need for it to apply for scope extension to re-qualify to handle Unit Verification. 

b)
Section 3 on page 12 covers a different subject. It does not cover ‘procedures for scope extension”.

	
	Section 3 is intended to cover the situation where a manufacturer is seeking a change to the product.  This is not intended to deal with scope extensions of ExCBsaddresses 

Agree that Page 2 requires amendment to read

Procedures for the processing of applications for changes to  extension of scope to issue IECEx Unit Verification Certificates
 

	JP


	Foreword
	
	
	1) Foreword;　4th line　“where explosive gases may be present”
Unit Verification is not applicable to “combustible dusts”?

2) Foreword;　12th line and Step 7of page 5/13

  It can be read that ExCBs should be accepted anew as ExCBs for issuing Unit Verification Certificates, via a separate assessment process by the IECEx.

  Clarify if ExCBs already accepted for issuing IECExCoCs are accepted “automatically” accepted as ExCBs for Unit Verification? If necessary, prepare the IECEx procedures for assessing ExCBs that issues Unit Verification Certificates only?

3) Foreword;　in the middle;　caption for Section 3
  This caption may be read as if “extension of scope of Unit Verification” is acceptable. It would be better to replace this caption with the title of SECTION 3 on page 12/13. 


	
	1) Agree to include Dusts

2) Agree that additional text is required to clarify that an ExCB/ExTL already operating in the Equipment Certification Scheme under IECEx 02 does not require a new assessment. 

Linking Unit Verification to the existing IECEx 02 rules will help clarify this. 

3)  Agree

	CZ
	Section 1
	Annex A
	
	 The Unit Verification Certificate should contain the clear and unambiguous identification of the unit certified product(s), (e.g. by the serial No./serial No(s).) This provision should be add into the Section 1 and maybe also into the Annex A.  


	
	Agree

	JP
	Section 1
	Annex A


	
	“Annex A” found in SECTION 1 (page 3/13)

  Such Annex is not included in OD009. Is this specifically required for Unit Verification only?


	
	Perhaps this Annex could be considered for inclusion in OD 009.

For discussion at ExMC

	JP
	Section 1
	6th Bullet
	
	“year of the first issue” 

Is it possible to find “second issue” of the Unit Verification certificate? 

A new certificate with a different number is to be issued?
	
	At present it is felt that this depends on the nature of such a change that is being requested by the manufacturer and felt it best to be flexible here.

However should be discussed within ExMC

	CA
	Section 1
	Figure 1

Flow Chart

Step 2


	
	The ExCB should not be held responsible for ensuring that the design is approved by the mfg or reviewed by the end user. All what the ExCB should be responsible for is to ensure compliance of the unit under examination.
	Delete this step.
	For discussion during the Melbourne 2009 ExMC Meeting

	JP
	Section 1
	Figure 1

Flow Chart


	
	- Jumping from Step 2 to Step 7 is not correct. Step 6   should go to Step 7.

 - Steps 8a and 8b are missing in the chart.

 - Step 11 is different from Step 11 of the table?

	The flowchart may be deleted, so as to eliminate useless discussions on discrepancies between the chart and the table, as well as on adequacy of flow-chart drawing?

	For discussion during the Melbourne 2009 ExMC Meeting

	JP
	Section 1
	Steps 1-6

In Chart and Table


	
	These steps, although not included in OD009, are especially important for the process of Unit Verification, to ensure the agreement between the manufacturer, the applicant, the end-user or the components providers, and to eliminate useless disputes or claims within the process of certification by ExCBs. Some users are anxious whether sufficient information could be supplied on operation or maintenance of the Unit Verified product.

	
	For discussion during the Melbourne 2009 ExMC Meeting

	JP
	Section 1


	Step 8 of the Table
	
	- Such a detailed process of contract review should also be included in OD009?

 - Second bullet; “Service facilities” is miswriting?

 - “Annex B” in the Notes/Comments column is not attached to the draft.

	
	Agreed

The reference to Annex B should be Annex A.  this is an editorial error

	CA
	Section 1


	Step 9 of the Table
	
	a)
What does “product” mean? Does it mean a similar sample of the “Unit” in question? 

b)
Since the program covers verification of a single “Unit”, one assumes that “product” means the actual unit itself. Is this correct?

c)
If (b) is correct, does the procedure require that all tests specified in the standard must be conducted on the actual “Unit”, including destructive testing? 

d)
If destructive testing is involved, the unit may not be usable. Therefore, we propose to ad a clause saying that “if destructive testing is involved, such tests may be conducted on representative samples of the component in question” or similar wordings.

	
	For discussion during the Melbourne 2009 ExMC Meeting

	JP
	Section 1


	Step 10 of the Table
	
	- “Testing may be carried out by the ExCB” is accepted by the IECEx?

 - “ExCB or ExTL” in the By Whom column is acceptable, or delete “ExCB”?
	
	For discussion during the Melbourne 2009 ExMC Meeting

	JP
	Section 1


	Step 11 of the Table

3rd para.
	
	- Delete “please”.　“item 9” to “Step 9”?　“this Guide” to “this document”?
	
	Agree

	JP
	Section 1


	Steps 12 and 13  of the Table


	
	“Test Manager” or “test manger”

 What does this term mean?　Should be replaced with “responsible person”?
	
	Agree

	CA
	Section 1


	Step 15 of the Table
	
	Item 15, third bullet: “undertake or arrange for surveillance audits”
	Delete this sentence. There is no surveillance involved under this program
	Agree that this does not apply here.  To be deleted

	JP
	Section 1


	Step 15 of the Table
	
	Related Documents column

 Does “IECEx 03” make sense?
	
	Agree should be IECEx 02

	JP
	Section 1


	Step 17 of the Table
	
	“Applicant” should be added into By Whom column, for review of the draft certificate.
	
	Agree

	JP
	Section 1


	Annex A
	
	- Item 2;　“details of design authority” is hard to understand. Any explanation is appreciated.

- Item 4;　“Test reports”, “test data”

 Do we understand that test reports/test data must be submitted by the applicant specifically in the case of Unit Verification? 

Such requirements are prescribed in any IECEx document?

	
	Agree to revise the wording to clarify intent.

	CZ
	Section 2 
	
	General
	According to our opinion, we do not see the reason for special introduction of the Section 2 and 3. The manufacturer is obliged to provide the user by the Instruction Manual, containing the information about the installation, maintaining and repairing, necessary for the safe operation of equipment. Such Instruction Manual is identified into the CoC(R). The rules for the maintains, repairing, and modification are the same as for the Ex Type certified equipment including the possibility to utilize the Certified Service Facilities.
	
	For discussion during the Melbourne 2009 ExMC Meeting

	JP
	Section 2 
	
	General
	Comment 1]　Regarding “repair” in SECTION 2;

 Guidance on “repairs” to certified equipment should be applied not only to Unit Verified products but also to products holding ordinary IECEx CoC, whereas no statements on “repair” is found in the similar Operational Document 009 (current/draft).

 Also, “repair” less relates to the process of issuing certificates, and we still wonder if guidance on repair is to be included in this specific OD033.
 If such guidance is necessary (we believe it is necessary), would it be better to be published as a separate document, addressed not only to ExCBs but rather to applicants/manufacturers or users?
Comment 2]　Relation between OD009 and OD033

 Procedures are almost same, or should be same in a general sense, for issuing either ordinary certificates or Unit Verification certificates. Would it be possible, in OD033, to focus on additional requirements to, or differences from, OD009, referring that OD009 should be applied basically to ordinary certificates and Unit Verification certificates.

(This might be considered by IECEx in the future?)
	
	For discussion during the Melbourne 2009 ExMC Meeting
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