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INTRODUCTION

This document is a compilation of comments received relating to document ExMC/520/CD Draft Rev Operational Document Ex OD 009 IECEx Operations Manual – IECEx Certified Equipment Scheme Procedures for the Issuing of IECEx Certificates of Conformity, IECEx Test Reports and IECEx Quality Assessment Reports.

In noting that there are no major items raised, the Secretariat has reviewed these comments, in detail, and has provided a response to each, with this document being forwarded to the IECEx Officers for final review.  It is then planned to issue a revised OD 009 for immediate use, incorporating the comments listed here.  

Items, listed for discussion at next WG1/WG5 meeting will be discussed during the Melbourne 2009 meeting with the view for a further updated version of OD 009 to be issued.
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	Compilation of Comments on ExMC/520/CD Draft Rev Operational Document Ex OD 009   IECEx Operations Manual – IECEx Certified Equipment Scheme

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


	Originator 
	Comment No.
	Clause/ Subclause
	Paragraph Figure/ Table
	COMMENTS
	Proposed change
	REMARKS
Secretariat

	CA
	
	
	General
	Editorial: The term “Scheme” is used throughout. Verify if this is still the correct term to use.


	
	Noted

	DE
	
	
	General
	Germany is in favour of the document


	
	Noted

	HR
	
	
	General
	Croatia doesn't have comments on proposed text of xMC/520/DC
	
	Noted

	MY
	
	
	General
	MY approved the document

(Draft OD 009 Ed. 2)


	
	Noted

	SE
	
	
	General
	The Swedish Member Body has no comments on the Draft Ex OD 009


	
	Noted

	ZA
	
	
	General
	The South African National Committee has no comment on the document.


	
	Noted

	RuMB
	
	Through-out the text
	General
	The IECEx documents are accepted at a national level (For instance, in Russia, a national document is being prepared based on the OD 005, OD009 and OD 025).

Therefore, it is advisable that the IECEx documents be issued taking into account this fact. 

For example we recommend instead of 

«the IECEx Certificate  of Conformity» to  put down once in the text : «the IECEx Certificate  of Conformity (hereinafter referred to as the Certificate») , and then  to write «the Certificate» throughout the text 
	To edit the Draft in a way the document could be accepted as a national one with minimum changes 
	Editorial agreed

	RuMB
	
	Through-out the text
	General
	The IECEx 02 does not contain the concept of  «Procedures for maintaining validity of an IECEx Certificate of Conformity» 
	To replace the «Procedures for maintaining validity of an IECEx Certificate of Conformity» by «The Surveillance Audit»
	Agreed
Editorial

	JP
	
	Introduction
	5th paragraph
	Where can we find previous ExMC decisions on “previously obtained test data”?


	Give the relevant document number(s)?
	This is a general statement to capture previous decisions from ExMC Meeting. Refer to Minutes.

	RuMB
	
	Introduction
	
	The Table (Overview for issuing IECEx Certificates if Conformity, ExTRs and QARs) in the Introduction  duplicates the contents of  Sections 1-3 and does not  completely correspond to them


	To remove the Table from the Introduction
	Agree to remove table from Introduction

	CA
	
	Page 6, second bullet
	
	Editorial
	Change “account of” to “account for”
	Editorial

	AU
	
	Flowchart

Page 8
	Editorial
	In top decision box, “yes” is placed in the wrong place.


	Put “YES” at the bottom output of the decision box.
	Agreed

	CA
	
	Page 8
	Flowchart, block 3
	Misplaced “YES”
	Move “YES” from right to bottom of block 
	Agreed

	JP
	
	Page 8/45

Process chart for IECEx CoC 
	Step 3; “No”


	“+3b” is to be deleted? 

In the table form, Step 3b is applied to “successful contract review”.
	Delete “+3b”?

The same is found on “No” of Steps 4 and 5, as well as on the charts of p.14/45 and p.21/45.
	Agreed

	JP
	
	ibid.
	Step 3; “YES”
	Location of “YES” is displaced.


	Modify.
	Agreed

	JP
	
	ibid.
	Step “10a”
	“10a” is not found in the table form.
	Make link.


	Agreed – New 10a in Table

	CA
	
	Page 9, 

Step 2, 
	“Related Documents” column
	 Use of word “procedures” in reference to Guide 65 is wrong. Guide 65 does not contain “procedures”
	Change wordings to read: “as included in their quality system and required by ISO/IEC Guide 65
	Agreed 
Wording rephrased

	CA
	4
	Page 10

Step 3b
	“Section 1” column
	a)”content of testing” is an incorrect term

b) it may not be possible to know the exact content of certificate at this stage.

c) reference to applicable requirements (as required in Guide 65) is missing.


	Reword as follows: “…an offer describing the contents of the testing and certificate, the scope of work involved, the applicable technical and IECEx System requirements, testing and certification costs…”
	Agreed

	CA
	5
	Page 11
	“Section 1” column 

first bullet


	
	Change the ExCB have to the “ExCB has”
	Agreed

	CA
	6
	Page 11
	“Section 1” column 

second bullet


	The manufacturer may not be same as the applicant. Yet, the manufacturer must also be made aware of his obligations
	Reword as follows: “The applicant and the manufacturer, if different from the applicant, are is aware of their his/her obligations…”  
	Agreed

	DK
	1
	Section 1
Page 11
	Table: Step 6 
	2 important items are missing in the list of items that ExCB needs to check, validity date and whether or not the ExCB issuing QAR is still competent/approved or not.
	Add items d and e:

d) validity date

e) Issuing ExCB still competent/approved.
	Agreed

	JP
	5
	Page 11/45
	Step 7; 1st line
	“than”
	“then”?  Or delete it?
	Agreed

	JP
	6
	Page 11/45

Page 17/45

Page 41/45
	Step 9+10

Step 10+10a

Step 15
	Add the term “Applicant” into “By Whom” column of these steps. From applicant’s viewpoint, review by the applicant is effective to find errors and then to save time and cost.


	Add “Applicant”.
	Agreed
Agreed

Agreed

	CA
	7
	Page 12

Step 12
	“Section 1” column
	When the original ExCB is different from the ExCB issuing the Certificate, the later needs to coordinate the actions described in bullet no. 3 with the original ExCB.  
	Add the following to the text in the “by whom” column: “Management of the ExCB that issued the IECEx certificate of Conformity, in coordination with the original ExCB”


	Agreed

	CA
	
	Page 14
	Flowchart, Block 7a
	If the outcome is not successful, the applicant must be required to take “corrective actions”. This must be clearly spelled out in the flowchart and in the procedure.
	Replace “report to applicant” with “Report findings to applicant and request corrective action”
	Agreed
Step 7a reworded

	CA
	
	Page 15
	Section 2 column

Step 2
	 Use of word “procedures” in reference to Guide 65 is wrong. Guide 65 does not contain “procedures”
	Change wordings to read: “as included in their quality system and required by ISO/IEc Guide 65
	Agreed

	CA
	
	Page 15
	Section 2 column

Step 3b
	a) “content of testing” is an incorrect term

b) it may not be possible to know the exact content of certificate at this stage.

c) reference to applicable requirements (as required in Guide 65) is missing.
	Reword as follows: “…an offer describing the contents of the testing and certificate, the scope of work involved, the applicable technical and IECEx System requirements, testing and certification costs…”
	Agreed

	DK
	
	Section 2
Page 15
	Table: Step 2 
	In the column “Notes/Comments” some text is missing since the sentence ends with “documented and”.
	Either delete the word “and” or add the missing text.
	Agreed and completed

	JP
	
	Page 15/45
	Step 2

“Notes/Comments”
	Sentence is not completed.

Add “maintained.”?
	Complete the sentence.
	Completed

	CA
	
	Page 16
	Section 2 column

Step 5
	The first line is misworded
	Correct to read: Where products or components the subject of covered by the application have been previously…”


	Agreed

	CA
	
	Page 17
	Section 2 column

Step 7
	When testing/assessment is unsuccessful, non-conformances must be clearly identified and reported to the applicant
	Change text as follows; “Where testing and assessment are unsuccessful, then such results and any non-conformances identified during assessment should shall be communicated…”
	Agreed

	CA
	
	Page 17
	Section 2 column

Step 9
	The word “with” at end of sentence is redundant
	Delete “with” at end of sentence
	Agreed

	DK
	
	Section 3
	Flow chart
	There are 2 boxes no. 5.
	The box no. 5 below box no. 14 should be box no. 15.
	Agreed

	JP
	
	Page 21/45
	Chart; Step 14
	“Compliance” not Ccompliance
	Correction
	Agreed

	JP
	
	Page 21/45

Process chart for QAR
	Step “5” appears twice.
	Step “5” next to “14” is Step “15”.
	Correction
	Agreed

	 JP
	
	ibid.
	Step 18 to Step 20
	Step 18 jumps to Step 20, without Step 19?

Step 20?

Step 20 goes back to Step 7a?
	Table form is ending by “Step18”, and

“Step 20” is not found.

Step 20 may go back not to Step 7a but   to Step 16, because this process is attributed to the ExCB and corrective action by the manufacturer may not be required.  
	Agreed
Step 19 added and Table expanded

	DK
	
	Section 3
Page 22
	Table: Step 2 
	In the column “Notes/Comments” some text is missing since the sentence ends with “documented and”.
	Either delete the word “and” or add the missing text.
	Agreed and completed

	DK
	
	Section 3
Page 23
	Table: Step 3b 
	It seems that Step 3b was copied from Section 1 and/or 2 but shouldn’t really be there in this (QAR related section).

	Delete step 3b.
	Agreed

	DK
	
	Section 3
	Table: Step 6
	In the column “Notes/Comments” some text is missing since the sentence ends with “audits for each”.


	Add the missing text.
	Agreed and completed

	JP
	
	Page 23/45 
	Step 4 and others
	“OD 027” is not found in OD list of the IECEx website. 


	Clarification
	Reference removed

	JP
	
	Page 24/45
	Step 5 in relation to Step 14
	In the table form, Step 14 must be jumped from Step 5.
	Step 5 needs some condition to jump to Step 14.
	Flow Chart corrected

	JP
	
	Page 25/45
	Step 7+7a and Step 9
	“and manufacturer    required”
	“are” is missing?
	Agreed

	RuMB
	
	Section  4
	
	It is not practicable to describe two times in two different places the procedure of the Quality System assessment and a QAR issue.

If there are any particularities in the Quality System assessment and a QAR  issue during the surveillance audit  they should be considered in Section 3 


	To transfer the text relative to the Quality System Assessment during the surveillance audit from Section 4 to Section 3.

To make a corresponding reference in Section 4 to Section 3.
	Defer -  for discussion during the ExMC WG1 Melbourne Meeting

	JP
	
	Page 29/45

Section 4
	7th paragraph
	“noting such instances on the ExCB’s files for raising at the next audit” makes no sense, when the certificate holder can choose arbitrarily another ExCB for the “next” audit. 
	Some modification may be necessary so that such serious situation could be transmitted to the auditing ExCB (2) from the ExCB(1) that has found the non-compliance. 
	Defer -  for discussion during the ExMC WG1 Melbourne Meeting

	JP
	
	Page 30/45
	“Figure 2”
	“Figure 1” is not found. No figure number is given to other charts.
	Give a figure number to each chart?

	Figure number removed

	JP
	
	Page 31/45
	Step 2

“As an alternative”
	This paragraph can be read that

“an another ExCB(2) is allowed to perform the surveillance audit, to issue a new QAR and a new IECExCoC”.

In this case, ExCB(2) is not required to issue its own ExTR? 

We understand that a new certificate must be based on ExTR and QAR. 

As is specified in Step 4 of Section 1 (p.10/45), ExCB(2) must possess an ExTR on the products to be certified. It is necessary to specify in this “alternative process” that ExCB(2) must issue its own ExTR.
	Another question is:

How ExCB(1) that issued an original certificate can know the certificate has been “supplemented by the another ExCB(2)”? ExCB(1) is obliged to maintain the certificate until it finally finds, when the expected surveillance has not been requested by the applicant, that the certificate is no longer valid.
	Clarification provided by addition of the following text

	JP
	
	Page 31/45
	Step 4+8a
	This may be “Step 4+8b”, if compared    with Figure 2 of the previous page.

“Step 8b” is missing in the table form.
	Correction?
	Agreed
Text added to table

	JP
	
	Page 32/45
	Step 8, 8a
	This may be “Step 8, 8a, 8b”, if compared with Figure 2.
	Correction?
	Agreed



	JP
	
	ibid.
	ibid.; 1st paragraph 
	2nd to 3rd line;

“--- errors  The matter ---“
	“--- errors, the matter ---“?
	Agreed



	JP
	
	Page 36/45
	Chart for change of IECEx CoC
	Some judgement must be made before branching form Step 4 to Steps 5 and 9. Also the chart is quite different from steps of table form, in which Step 9 follows Step8. As an example: when ExCB goes to Step 5 first, and if decides no test is necessary, then it leads to Step 13 and issuing of CoC, without any check on necessity of site audit. Is this acceptable?
	Modify the chart and make links to table form procedure. 
	Defer -  for discussion during the ExMC WG1 Melbourne Meeting

	JP
	
	Page 38/45
	Step 5
	“Section 1” in the 2nd column and   “Sect 2” in the 3rd column be same?


	Correction?
	Agreed



	JP
	
	Page 40/45
	Step 13
	Last sentence is not completed?

“covered by IECEx certification are.”
	“ are certified.”?
	Agreed



	JP
	
	Annex A
	A2.1 b); 3rd line 

A2.2 a); 3rd line
	“--- application has been;”
	“--- application has been made;”?
	Agreed



	JP
	
	Annex A
	A2.3
	“A2.1 and” should be deleted, because item “a)” of A2.1 is related only to ExTLs and cannot be applied to manufacturer’s test data.  
	“A2.1” is unnecessary in this sentence.

All other requirements are covered by “A2.2”.
	Agreed



	JP
	
	Annex A
	A2.3; 1st line
	“manufacturer’s testing”

	“manufacturer’s testing facility”?
	Agreed



	JP
	
	Annex A
	A2.3 

A2.4
	Referring to A2.1 and A2.3, titles are to be changed to italic font and also be underlined. 
	Apply the same style.
	Agreed



	JP
	
	Annex A
	A2.4.1;3rd paragraph, 3rd line
	“national”
	“national certification”? or “nation”?
	Agreed



	JP
	
	Annex B
	B2.1 d)
	This item is simply copied from item c) of A2.1, and is giving confusion.
	1st line is to be modified to

“The previously obtained assessment and audit data are for test samples that are”
	Agreed



	JP
	
	- in general  
	Grammatical issue:

Subject vs. predicate

Noun vs. pronoun
	Examples;

“IECEx are”, “ExTL need”,

“ExCB has ---, they are

“--- the body --, -- their issuing --
	No modification is proposed, if it seems no confusion may happen.
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