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Introduction

This document is a compilation of comments received relating to document OD 013/V1. 

OD013/V1 was discussed during the ExMC Brdo 2004 Meeting with members suggesting that more time was required to consider the document. The Secretary then proposed, and the meeting agreed, to allow a further period to submit comments, the closing date being 31 December 2004. 
Chris Agius

IECEx Secretariat

	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 DOCUMENT 

	Reference number of the Draft

OD 013/Version 1


	Date of Circulation:

2004 07

	
	Date of issue of CC:

2005 02


	Title of the Committee Document:

Assessment Procedures to be followed by ExCBs for the Issuing and maintaining of IECEx Certificates of Conformity for Service Facilities conducting Repair, overhaul or modifications of Ex equipment seeking to be known as an IECEx Certified Service Facility.



	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 December 2004.



	Comments received – CN, NL, RU, US



	ACTION:

Referred to IECEx Officers meeting 11 February 2004, where Chairman decided to proceed with issuing a revised draft of IECEx 03 for voting by ExMC and prepare revised draft ODs incorporating comments received. 




	IECEx 

Member 

Body
	Comment

No.
	Clause/ Subclause/

Section
	Paragraph Figure/ 

Table
	Type of comment (General/ Technical/

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

	CN


	1
	
	
	General
	No Comments
	
	Noted



	US
	2
	
	
	General
	This program is intended to address "repair", "overhaul" and "modification" of equipment. However, this program is not described consistently throughout this document as involving these three aspects. All references throughout this document need to be consistent regarding what this program covers.


	
	Agree

	NL
	3
	Introduction
	
	General
	ISO 10011 is withdrawn 
	Replace with ISO 19011:2002 “Guidelines for quality and/or environmental management systems auditing


	Agree

	RU
	4
	Introduction
	
	General
	There exists ISO 19011:2002, which supersedes 10011 series. 


	We propose to replace  “10011 series   Guidelines for auditing quality systems” by  «ISO 19011:2002 Guidelines for auditing Quality Management Systems and/or Environmental Management Systems»


	Agree

	NL
	5
	Section 1
	(Flow Chart)

Figure 1
	General
	from the flow chart, it looks like the document review (steps 4 to 7) is conducted in parallel to the on-site audit (steps 8 to 16), which is in practice not the case. 
	The flow chart should reflect that the document review for compliance with OD015 is conducted and combined with the quality system document review for compliance with OD014, then followed by the on-site audit


	Correct however Notes to Step 4 mention in the table that the document review can be conducted on site.

Agree to revise



	RU
	6
	Section 1
	
	Editorial
	Step 1 – in the column “By Whom” 


	to put “ The Applicant” instead of «ЕхСB»
	Agree

	RU
	7
	Section 1


	Step 9a in

(Flow chart)

Figure 1
	Editorial
	to write down  «Annex A» ( not B)
	
	Agree

	NL
	8
	Section 1


	Step 11a
	General
	reference is made to an ExTR, which is not applicable here, it should be a non-conformity report. 2nd paragraph refers to ExTL, which is also not applicable here


	
	Agree

	US
	9
	Section 1
	Step 11a
	General
	What do ExTRs have to do with the assessment of service facilities?

	
	Agree.  This is an error.

	NL
	10
	Section 1
	Step 13
	General
	1st paragraph 

2nd paragraph 


	last part should be deleted

last part of the paragraph is missing 
	Agree

Agree

	US
	11
	Section 1
	Step 13
	General
	Is there format control over the structure and content of the “FAR” that will be issued by the service facility to their clients? And will these “FARs” be stored on the IECEx website similar to the storage of ExTRs?

	
	Yes It is intended that standardised FAR forms be developed and used. 

	NL
	12
	Section 1
	Step 15
	Editorial
	step 15 is missing.


	
	This is intended as question but will include Step 15 for completeness

	NL
	13
	Section 1
	Step 17
	Editorial
	another step 17 introduced, identical to step 13 on page 7


	
	Agree

	RU
	14
	Section 1
	Step 17
	Editorial
	Step 17 in the Table does not correspond to Step 17 in Figure 1. Does Step 17 duplicate Step 13 in the Table? Does Step 18 duplicate Step 14 in the Table?


	We propose to bring into sync Step 17 in the Table and Step 17 in Figure 1
	Agree

	RU


	15
	Section 1
	Steps 19, and 21 and

(Flow Chart)

Figure 1


	Editorial
	The description of Step 19 in the Table corresponds to Step 14 in Figure 1. The description of Step 21 in the Table corresponds to Step 17. 
	we suggest to put  down«Annex  А» in Step 9 in the column «Related documents».
	

	US 
	16
	Section 1
	Step 21
	Editorial
	In the 4th bullet, should the word" aFARe" be "aware"?


	
	Yes. Thank you

	NL
	17
	Section 1
	Steps 24 to 27


	Editorial
	these steps do not appear in the flow chart
	
	There is a numbering error which will be corrected

	RU
	18
	Section 1
	Step 27

(Flow Chart)

Figure 1 (23)


	Editorial
	The number of steps in (Flow Chart) Figure 1 (23) does not correspond to their number in the Table (27). 


	It is necessary to bring the number of steps and their descriptions in the Table in correspondence with those in Figure 1


	Agree

	US
	19
	Section 1
	Step 27


	
	The current text ties the service facility solely to the original ExCB that demonstrated their competence. Why couldn't a service facility go to a different ExCB to pursue changes to, expansion of and maintenance of their coverage?

	
	While this may be possible there is the issue regarding on-going surveillance and whether this is to be carried out by the original ExCB or later ExCB.  I would suggest that while a change of ExCB is possible, this may also require the new ExCB to take over surveillance.  Hence why it is necessary to consult with first ExCB.

	NL
	20
	Section 2
	
	General
	This section is not further reviewed in detail. 
	We think first Section 1 should be revised and make Section 2 in line with Section 1.


	Agree

	US


	21
	Section 2
	Step 1
	
	This program is linked to the identification of at least one specific individual that is demonstrated as being competent by an ExCB. It would seem that this individual or individuals name must be tied down in the FAR and would then be the only one(s) allowed to perform this service. How is this assured?

	
	This is a good point.  The issue of whether or not the competent person is shown on the certificate has been discussed within WG10 and decided that they would be shown in the FAR and the ExCB review the quality system to satisfy themselves that records exist that show the  competent person’s involvement.

	NL
	21
	Section 3
	
	General


	document review according to OD 014 and OD015 should be combined. Based on the outcome, the ExCB decides whether or not an additional on-site audit is necessary, as with Section 1.


	
	Agree

	RU


	22
	Section 3
	
	Editorial
	In the column “By whom” in Step 1 instead of « IECEx Service Facility Certificate»  “IECEx Service Facility” or “The Applicant”


	
	Agree

	US
	23
	Section 3
	
	Editorial


	Need to revise Section 2 to read Section 3
	
	Noted

	US
	24
	Section 3
	
	
	The current text ties the service facility solely to the original ExCB that demonstrated their competence. Why couldn't a service facility go to a different ExCB to pursue changes to, expansion of and maintenance of their coverage?


	
	See comment 19 response 

	RU
	25
	
	Page 1

The title

Page 2 the 1st and 2nd indents, page 3 the 3rd indent in the table

	General
	To replace  “ Certificate of Conformity” by  “Certificate”
	
	Agree. Title should be consistent with the document
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