[image: image1.png]1EC | =iy




ExTAG/449/CC
March 2017  


INTERNATIONAL ELECTROTECHNICAL COMMISSION SYSTEM FOR CERTIFICATION TO STANDARDS RELATING TO EQUIPMENT FOR USE IN EXPLOSIVE ATMOSPHERES (IECEx SYSTEM)

Circulated to: ExTAG – IECEx Testing and Assessment Group

TITLE:  Compilation of comments and observations on ExTAG/445/CD Draft Decision Sheet – Guidance on issuance of QARs when products are manufactured at multiple sites

INTRODUCTION

Draft Decision Sheet, ExTAG/445/CD Draft Decision Sheet – Guidance on issuance of QARs when products are manufactured at multiple sites was prepared by Mr Mike Slowinski from UL, under assignment by ExMC WG1, following discussion at the ExMC WG1 2016, Northbrook meeting.

This document contains the compilation of comments received with observations.

In light of the comments received these comments along with an updated version of ExTAG/445A/CD are to be referred to ExMC WG1 for consideration at their May 2017 
UK meeting. 

As usual please inform the Secretariat immediately of any omissions or errors at

Christine Kane
On behalf of Mr. Julien Gauthier 

Julien Gauthier

ExTAG Secretary
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Level 33 Australia Square

264 George Street 

Sydney NSW 2000

Australia

Web: www.iecex.com

	ExTAG Secretary

Mr Julien Gauthier

LCIE S.A.

33 Avenue du General Leclerc

92260 Fontenay-aux-Roses

FRANCE  

Tel: +33 1 40 95 55 26

Fax: +33 1 40 95 89 37

Email : julien.gauthier@fr.bureauveritas.com



	ExCB/

ExTL
	Clause/ Sub-clause
	Paragraph Figure/

Table
	Type of

comment

General/

technical/

editorial
	COMMENTS
	Proposed change
	Observation

(to be completed by the originator)

	CML

GB
	
	
	
	CML agree with this decision sheet
	
	N/A

	CQM
CN
	
	
	
	We support the draft decision.

Recommend one site, one QAR.

	
	N/A

	DEKRA Certification B.V.

NL


	
	
	G
	As stated “In all cases, the ExCB and manufacturer shall work together to ensure that audit(s) at each site(s) support timely completion”, to our opinion, a decision sheet to address this responsibility is not required.  

	Withdrawal of the draft ExTAG/445/CD.
	Not Accepted

The DS was drafted as requested during the 2016 meeting of ExMC WG01.  Please refer to ExMC/1168/R.

	DEKRA EXAM GmbH
DE

	
	Example 
1 and 2

	Technical
	The information in QAR Example 1 and 2 are to less, because in IECEx OD 009, page 11, step 6 more information is required
 The ExCB has to review the manufacturer’s QAR summary report
ensuring that
a) type of protection
b) product type
c) manufacturing location
d) validity date
e) issuing ExCB still competent/approved
	Therefor the requirement in the DS is not sufficient. 
 
Information about the different manufacturing locations shall contain

the type of protection and the product type. 

Because of this amount of information we issue since some years annexes to the QAR.
	Accepted in Principle. 

The product type shall always continue to be given on page 1 of the QAR.  However, the DS will be revised to indicate that if different sites produce different types of products, this shall be indicated in the ‘Comments’.

	Element

GB
	
	Answer item (a)
	Technical
	It isn’t good practice to have QAR information presented in different ways. We should specify a single, correct method.
	Replace 2nd sentence with “See Example below for the correct method of indicating this arrangement on the online QAR registration”


	Not Accepted.  

This is intended to be a guidance document, and WG01 felt that either example was acceptable.  

	Element

GB


	
	QAR example 1
	Technical
	As per Comment above.
	Delete Example 1 and rename Example 2 as “How to complete online QAR form”


	See response above.

	Element

GB


	
	Final para on page 1
	Technical
	The wording of the second sentence may misguide some ExCBs. Whilst it is true that Suppliers are not normally audited by the ExCB, there is an option for an audit to be required under 7.4.1 (f). This is often needed where the Supplier is in fact conducting most of the manufacturing (e.g. i.s. sub-assembly) and is defacto the manufacturer.
	The second part of this paragraph should either be deleted or amended to say “Suppliers are not normally required to be audited by the ExCB if the manufacturer’s quality system complies with the requirements in 7.4 of ISO/IEC 80079-34:2011. However, the ExCB should ensure that all critical sub-contract production sites are audited”.

	Accepted in Part.

The comment seems to be describing a Production Site rather than a supplier.  Please refer to new definition of Production Site in 3.19 of IECEx02.  Upcoming revisions to OD025 will also clarify the difference between Production Site and Supplier.  See ExMC/1152/CD.  The word “normally” will be added to the DS.   

	ExA

HR
	
	
	
	Ex-Agencija fully support proposed (ExTAG/445/CD) ExTAG Decision Sheet

	
	N/A

	FME

GB
	
	
	Pg 2
	‘ANSWER’ is incorrect and identifies itself as such.


	In order to ensure that all CBs provide a consistent and uniform approach, the IECEx Scheme must establish rules for all CBs for the generation of QARs.

	Not Accepted

The DS is intended as guidance, and was drafted as requested during the 2016 meeting of ExMC WG01.  Please refer to ExMC/1168/R.

	Kiwa (Unit ExVision)

NL
	
	
	G
	Since the ExTAG decision sheet does not change anything in currently applied practices, only mentions them, there is no special need for it.
To be clear, we support the practices as far as being applied presently and as far as practical for the situation


	We advise to not publish the draft as an ExTAG decision sheet.
Possibly the applied practices can be mentioned and clarified in a future edition of the OD
	Not Accepted

The DS is intended as guidance, and was drafted as requested during the 2016 meeting of ExMC WG01.  Please refer to ExMC/1168/R.

	LCIE
FR
	
	
	General
	Production sites shall be mentioned through the whole document to be in line with new Rules 02.
	
	Accepted.

	LCIE
FR
	c)
	
	Technical
	In case of sites not covered by an ISO 9001 certificate, a single QAR may be issued if all other sites are audited yearly.

	
	Accepted.

	LCIE
FR
	
	
	General
	Recommendation regarding scheduling to consider time for manufacturer answer is not relevant to this document (different matter)

	
	Not accepted.  
This is relevant if the ExCB chooses not to issue separate QARs for different sites.  It may encourage them to issue separate QARs if timing issues exist.  

	LCIE
FR
	
	
	General
	Remind about difference between suppliers and other sites should lead to clarification about audit frequency.

	
	Accepted in Principle.  
A statement has been added to the DS to refer to the rules for frequency of audits. 

	LCIE
FR
	
	
	Technical
	On the examples supplied, it shall be specified for each site :

-
date and duration of audit 

-
type of site (manufacturer, manufacturing location, manufacturing site)

-
EPL(s) and protection concept(s)

-
Type of product(s)


	
	Accepted in Part.
Clarified that example #2 should not be used if there are differences in product type, protection method, or frequency.  

Please note that the full QAR will contain more details than the online QAR summary and can be requested from the issuing ExCB as needed.

	LCIE
FR
	
	
	Technical
	Type of products shall be considered in addition to type of protection in the whole document (a site may be able to produce an Ex e junction box but not an Ex luminaries)

	
	Accept in Principle.  

See response to DEKRA EXAM above.

	NANIO CCVE (ExCB and ExTL

	
	
	General
	We support ExTAG/445/CD without any comments.
	
	N/A

	NCC

BR
	-
	-
	General
	We support the DS without comments.


	N/A
	N/A

	NEPSI
CN 


	
	
	G
	We support the draft decision sheet being approved.

	
	N/A

	Simtars

AU
	
	
	Technical
	This draft decision sheet poses one question, whether a separate QAR is required for each site audited yet goes further suggesting the removal of the manufacturing locations in the CoC and simply referring to the QAR.


	This should be raised as two questions to allow each to be addressed separately.
	Accepted.  

The scope will be limited to QAR guidance.


	
	
	
	
	The decision sheet does not specify whether one report (with a QAR number) may be used to cover multiple locations (with all sites listed on the QAR), or whether one report (using a free reference number) should be issued for each site (but referring to the one QAR number), or whether both are acceptable:

a) Issuing separate reports for each site is no different to issuing separate QARs.

b) Issuing one report to cover multiple sites has the potential for QARs to be out of date by the time all audits are conducted.

Both options leave open the possibility that the next surveillance audits could fall due before all audits covered by the QAR number are completed and the QAR issued. This would also result in out-of-date QARs while waiting for all audits to be completed (this should include closing out all NCRs).

This also poses a difficult position for those ExCBs relying on other ExCBs to conduct audits covering their issued CoCs.
	Continue to issue a single QAR covering each site audited.
	Not accepted.
WG01 felt that the decision should be left to the issuing ExCB.  In no case should the QAR go out of date, and if such a possibility exists, then this forces the ExCB to choose the path of issuing separate QARs for each site.     


	
	
	
	
	While amending the rules to remove the requirement for listing of manufacturers on CoCs as required by OD 011-2 (mandatory field), this could open the flood gates allowing manufacturers to nominate different manufacturing locations each audit (where they have multiple facilities) based on many reasons e.g. operational, demand, results of previous audits, not wanting an audit at a particular site due to major issues which could affect product already released to market.


	Remain with the status quo and current rules by requiring manufacturing locations remain listed on the certificates.
	Accepted.

	TIIS,

JP
	
	
	General
	TIIS agrees with this Decision Sheet.

	
	N/A

	TestSafe

AU


	
	
	
	Agree with answer provided in the draft DS
	Nil
	N/A

	TRA 

AU

	
	
	
	no comments except for acceptance
	
	N/A

	UL
US


	
	
	
	UL USA supports this draft DS.
	
	N/A

	ULD

DK
	
	
	G
	We support this draft DS (ExTAG/445/CD) without comments.
	
	N/A
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