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Introduction

This document  contains  a report of the Joint meeting of Working Groups, WG 1 and WG 5 held on 5 and 6 October 2003, Budapest.

Recommendations from the meeting are contained in this report and are submitted for consideration by the IECEx Management Committee, ExMC
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Australia
	
	Tel: +61 2 82066940

Fax: +61 2 8206 6272 Email: chris.agius@iecex.com


Report of Joint meeting of Working Groups, WG 1 and WG 5

Sunday 5 and Monday 6 October, 2003

Budapest, Hungary

Background information

WG1 was formed by the IECEx Management Committee, ExMC to review the IECEx Scheme rules, in light of experience gained with operation of the scheme at the early stages.

During the Bern 2001 ExMC meeting, WG1 was given the task of progressing with this revision and propose changes that would facilitate the issue of an  IECEx Certificate of Conformity.

WG1 held a 2 day meeting on 25+26 April 2002, in Geneva (ExMC/122/RM - meeting report).  Following this meeting a concept proposal, ExMC/123/CD, was issued to ExMC members, proposing removal of the Transitional Stage thereby facilitating an immediate move to Full participation in the IECEx Scheme by all Members and a proposal for WG1 to prepare a revised set of IECEx Scheme Rules to facilitate this.  

With acceptance from ExMC members, work commenced on drafting a revised set of IECEx Scheme rules,  taking into account comments received from some Members on document ExMC/123/CD, with Document ExMC/129/CD (proposed revision of IECEx 02) issued to members for comment. 

Comments received from ExMC members detailed in ExMC/149/CC were considered at the 18+19 October 2002 Seoul meeting of WG1+WG5, with a report of that meeting ExMC(Seoul/WG1+WG5)03 considered at the Seoul 2003 ExMC meeting.

Agreement during the Seoul 2003 meeting (re ExMC/152/RM), resulted in the preparation of voting document, ExMC/154/DV Revised Rules of Procedures (2nd edition IECEx 02).  Results of the ExMC voting via correspondence detailed in ExMC/159/RV, enabled publication of the 2nd edition to IECEx 02 to proceed.  However a number of comments that were submitted by ExMC members as part of the voting process were considered during the Joint WG1/WG5 meeting, held on 5 + 6 October 2003 in Budapest.

This Report of the Budapest meeting, ExMC(Budapest/ WG1+WG5) 02 includes WG1/WG5 recommended actions, by the ExMC,  concerning the comments detailed in ExMC/159/RV. 
WG 5 was established to prepare requirements for the assessment of manufacturers Ex quality system and has based its work on previous work conducted for the assessment of Ex manufacturers quality systems under the ATEX Directive.  

During the Bern 2001 ExMC meeting Document ExMC/103/CD was approved for issue on the basis of WG 5 recommendations contained in ExMC(Bern/WG5)03, accepted during the ExMC 2001 Bern meeting.

Operational Document OD 005 IECEx quality system requirements for manufacturers was first issued September 2002.

During the Bern 2001 meeting, WG5 tabled a guideline document ExMC(Bern/WG5)04 for consideration with the meeting agreeing for WG5 to progress this document, giving time for members to submit comments.  Document ExMC/130/CD Draft Guidelines on the Management of Assessment and Surveillance programs for the assessment of Manufacturer’s Quality System, in accordance with the IECEx Scheme  was first considered in Seoul during both meetings of WG1/WG5 and ExMC.  Based on ExMC decisions revised draft ExMC/161/CD was prepared and issued to ExMC for comment.

ExMC comments received are detailed in ExMC/170/CC and were considered during the Joint meeting of WG1/WG5 on 5 + 6 October 2002 with proposed action for ExMC, detailed in this report. 

The decision to combine the meetings of WG 1 and WG 5 was taken on the following basis:

· The Convener of WG1 and WG5 is the same

· There is a large portion of common membership

· The current tasks of WG1 and WG5 both relate to the revision of the Scheme rules 

The outcome of deliberations from the meeting along with recommendations are detailed below.

Details of the meeting

The meeting was held at the meeting rooms of BKI on 5 October 2003 and at the Danubius Hotel, Budapest on 6 October 2003.

Day 1 of the meeting included an extensive tour of the BKI testing and certification facilities.

Experts from the following countries participating:

	Country
	Name
	Organisation

	IECEx Secretary
	Mr C Agius


	IECEx Secretary

	AU


	Mr J Munro
	TestSafe

IEC TC/31 Chairman

	AU


	Mr R Wigg
	E-x Solutions Pty Ltd

	CH
	Mr H Berger


	CERTICONSULT GmbH

IECEx Treasurer

	CN
	Mr W Zhang


	China Certification Center for Quality Mark(CQM)

	DE


	Dr Klotz-Engmann
	Endress + Hauser, Germany

	DE 


	Dr U Klausmeyer
	PTB

ExMC Chairman

	DE
	Mr H. Hofmeister


	Pepperl + Fuchs GmbH

	FR
	Mr Lhenry


	ABB

	FR 


	Mr M Brenon


	LCIE

ExTAG Secretary

	GB
	Mr A Ogden


	Hawke International

	GB


	Mr I Cleare
	Buxton Technology

	US


	Mr Paul T Kelly
	Underwriters Laboratories Inc.

	US 
	Mr J. Olson

	Flowserve


Summary of discussions and recommendations arising from the meeting

The following items provide a summary of the discussions, during the joint WG1/WG5 meeting along with recommendations for consideration by ExMC:

A
Discussion and Recommendations concerning 2nd Edition IECEx 02 and ExMC/159/CC –Compilation of comments included with voting on ExMC/154/DV (AU comments in ExMC/178/Inf also were considered with WG members recommendations included within this report

The meeting considered comments listed in ExMC/159/RV identified as “for consideration during Budapest meeting”, noting that changes highlighted in the ExMC/159/RV have been incorporated into the published edition of IECEx 02 

During initial discussions, the meeting noted progress concerning a number of Scheme matters discussed during the 2002 Seoul meetings of WG1/WG5 and ExMC, including:

· Publication of the new Rules, IECEx 02, to allow for the issuing of a certificate of conformity by ALL IECEx approved ExCBs

·  A single IECEx Certificate of Conformity now available to industry, with 2 certificates being issued and a further 9 in Draft form awaiting completion of the certification process

· Introduction of the IECEx “On-Line” Certificate of Conformity system, in response to IECEx Members request for an electronic system for the issuing of certificates.  This system boasts both a secure and public area including downloading and search capabilities. 

· Introduction of an IECEx Operations Manual (OD 009), providing  step by step details on the process of obtaining an IECEx Certificate, IECEx Test Report, IECEx Quality Assessment Report 

The meeting also noted that due to the increased use of IEC Standards covering the Ex field, there is increased interest in the availability of an  IECEx Certificate of Conformity.

In noting this growing interest, the meeting highlighted the importance on maintaining the balance between ensuring that the scheme remains simplistic with no undue cost burdens to manufactures while yet maintaining the credibility necessary for acceptance by regulators and Ex equipment users worldwide. 

During initial discussions on the comments detailed in ExMC/159/RV, time was spent discussing the general comment and concerns from Germany regarding the apparent requirement for a quality assessment and site audit for every application submitted by a manufacturer, even when a valid Quality Assessment Report has been issued, thereby repeating the process for each application.

This discussion provided the opportunity for WG1/WG5 members to consider both IECEx 02 and OD 009 in detail and while the rules require each IECEx Certificate of Conformity (CoC) to be supported by both an IECEx Test Report (ExTR) and an IECEx Quality Assessment Report (QAR), the intent of the rules is to have the IECEx Certification body (ExCB) confirm that a valid and current QAR exists to cover the new product included in the application and not to require a QAR to be issued with each new Certificate of Conformity.  This review of an existing QAR by the ExCB would ensure that the QAR covers:-

· The product detailed on the application, including the Type of Protection used are covered by the existing QAR

· The manufacturing location of the new product is the same as the location detailed in the QAR 

Further discussions concerning the QAR resulted in the WG1/WG5 members agreeing that an IECEx QAR must only be issued when any significant non-conformities raised, have been closed by the ExCB conducting the audit.  Thereby, the issuing of a QAR indicates compliance with IECEx Quality System requirements.  This is then in line with the existing principle that an ExTR is only issued when full compliance is identified.

This general discussion also raised the need to clarify that the ExCB issuing the IECEX CoC is responsible for ensuring that:

· ExTR has been completed successfully

· Initial Quality assessment of the manufacturer has been successfully completed, or that existing QARs are current and relevant

· On-going surveillance audits of the manufacturer are carried out, even if the ExCB relies on another ExCB to do the site audits. 

Proposal 01 

That the flowchart diagram and associated Text in both IECEx 02,  OD 009 and ExMC/161/CD be revised to ensure that the above understanding is clearly reflected.  A further proposal that WG1/WG5 be given the task to prepare a revised draft for consideration by ExMC, for finalisation by next ExMC meeting.

Proposal 02

With acceptance of Proposal 01 by ExMC, that ExMC/161/CD be used as guidance now (on a trial basis), noting the decisions above.

B
Discussion and Recommendations concerning ExMC/161/CD – Guidelines for the management of quality system assessments  and ExMC/170/CC –Compilation of comments on ExMC/161/CD

In considering comments detailed in ExMC/170/CC, WG members noted the following aspects:

· ExMC/161/CD is based on a similar document developed within the ATEX framework, in Europe but with a greater emphasis on the need for the audit team to have product certification and Ex expertise 

· Noting that in many instances manufactures will have a certified ISO 9001 quality management system therefore, assessments and audits under IECEx should focus on the additional elements required under IECEx.

· The aim of the document is to provide guidance to ExCBs but yet must allow for flexibility to be applied by ExCBs to cater for different situations but yet do support the need for such a document.

WG members considered the comments, listed in ExMC/170/CC and while these along with WG receomendations have been included in this report, WG members propose the following:

Proposal 03

The concept of varying audit duration and time intervals between audits for categories Type A, B C D manufacturers is confusing and should be replaced with:-

· Clear guidance on audit duration, based on varying factors, eg number of Ex persons, manufacturing location(s), products to be included etc ; and 

· A set time interval of normally 12 months but not more than 18 months, with justification, between audits

This will allow ExCBs to cater for the many varying situations of different manufactures.  

Proposal 04

That WG5 conduct a further review of ExMC/161/CD based on the comments detailed in ExMC/170/CC and outcome of ExMC decisions on ExMC/159/RV.   

Proposal 05

That ExMC accepts the recommendations from the WG1/WG5 Joint meeting on comments detailed in ExMC/159/RV and ExMC/170/CC, listed below.

List of Comments contained in ExMC/159/RV with responses from WG1/WG5 Budapest 2003 meeting

	Comment

number
	National Committee
	Clause/ Subclause
	Paragraph Figure/ Table
	Type of comment (General/ Technical/

Editorial)
	COMMENTS
	Proposed change
	Proposal from WG1/WG5 Mtg 

For consideration by ExMC

	1
	AU
	
	
	General
	While AU supports the immediate release of this document to enable certificates of conformity to be issued, AU intends to prepare a submission for the refinement of Doc IECEx02 for consideration during the October 2003 IECEx Meeting. AU’s submission will focus on the following aspects:

The only output of the scheme should be the Ex Certificate and the link between ExTLs and ExCBs should disappear to provide full flexibility.


	
	Comments detailed in ExMC/178/Inf also considered and included in this report

	2
	DE
	
	
	General
	The procedures for the CoC and the QAR are linked in the document. The link between both leads to additional unnecessary administration and would slow down the certification process. The acceptance of the new certification scheme by manufacturers would be questionable. Hence, the quality assessment should be completely decoupled from the product assessment.

In practice the described common procedure is the exception, because the QAR must only be issued once with the first CoC. The following applications for another CoC do not require a repeated QAR procedure, provided the validity of the QAR has not expired.
	The certification procedure for the CoC should be decoupled from the quality assessment. One way to ensure, that the CoC is only used after a valid QAR has been issued, could be a restriction in the CoC, that the CoC is only valid in combination with a valid QAR. 

The manufacturer has to provide the product with both, the CoC and a valid QAR. The latter can be provided e.g. by the manufacturers internet homepage. 
	Refer to Proposal 01

	3
	DE
	Introduction
	Overview page 7
	Technical
	Change according to comment above in DE General comment
	Replace diagram by new diagram (see annex B)


	Refer to Proposal 01

	4
	DE
	
	Flowchart overview IEC Ex Scheme


	General
	Flowchart must be corrected according the comments below in comment relating to Clause 3.6

(Flowchart Annex B of this doc)
	
	Refer to Proposal 01

	5
	GB
	
	Flowchart overview IEC Ex Scheme
	Technical
	The figure on P7 requires modification. The box ‘ ExCB1 reviews and endorses QAR’ does not apply to the middle path, only to the RH path, i.e. it applies to the case where an alternate ExCB prepares the QAR
	
	Refer to Proposal 01

	6
	RU
	Scope


	
	Editorial
	to write

- flameproof enclosures "d" 

  (IEC 60079‑1)

 -powder filling "q" (IEC 60079‑5)


	
	Agreed -  included in published version

	7
	SE
	Scope
	
	General
	The scheme applies for certification of electrical equipment complying with one or more IEC standards that defines the type of protection. Therefore, we do not understand why IEC 60079-19. Repair and Overhaul is included in the scope, according to the NOTE.


	
	Decision of Seoul ExTAG and ExMC meeting to include services such as Repair and Overhaul

	8
	CN
	2
	
	Editorial
	ISO/IEC 17025:1990 should be ISO/IEC 17025:2000.

	
	Agreed -  included in published version

	9
	RU


	Normative références
	
	Editorial
	 to write:

 ‑ISO/IEC 17025:1999
	
	Agreed -  included in published version

	10
	RU
	3
	
	General
	 In 3. "Definitions" to put:

   3.22 after 3. 10

	
	Agreed -  included in published version

	11
	DE
	3.6
	
	General / editorial
	Equipment is used in EU also for apparatus to avoid misunderstandings equipment should be used in the same way
	Delete 3.6
	Do not agree

	12
	CN
	3.9
	
	General
	In the first line of the clause “an evaluation record” shall be deleted


	
	Covered

	13
	SE
	3.9 and 3.10
	
	General
	We question the need for defining two kind of reports from ExTL (ExTR and Evaluation record) and to specify details regarding content and layout in the Rules of Procedure. We propose to replace “evaluation record” in 3.9 with “a documented record of the obtained test and assessment results” and to delete the definition of 3.10 Evaluation record. Details regarding layout and content of ExTR are handled by ExMC according to 8.2.3.

We would prefer the term “IECEx Test Report” instead of “IECEx Ex Test Report”.


	We propose to replace “evaluation record” in 3.9 with “a documented record of the obtained test and assessment results” and to delete the definition of 3.10 Evaluation record
	Should suppress but make a note to 3.10 with possible rewording by Secretary 

	14
	CN
	3.10
	
	General
	shall be amended as “The evaluation record is the basis of the ExTR and ……,


	
	

	
	AU
	3.15
11.1.1
11.2.1
	
	
	Requirement for ExTLs to have formal agreements with one or more ExCBs
	It is recognized that ISO/IEC Guide 65 requires a properly documented agreement between the Certification Body and the subcontracted external testing laboratory, the need for such requirement between accepted bodies (ExTLs and ExCBs) within the Scheme should not require endorsement at the levels of – ExMC and CAB.
	Agreed to remove words “accepted by ExMC” from item d of 11.1.1  same for 11.2.1.

	15
	CN


	5.1
	
	Editorial


Editorial

Editorial


Editorial
	the 3rd line, ..in other countries should be amended as “… in other non-participating countries.”.  

the 4th line, “ A certificate … the scheme” should be amended as “ An IECEx CoC may be obtained from any an ExCB”.

the end of  5th line,   ..the equipment... should be “…the equipment’s…”
in order to be unification,  “IECEx CoC ” should be used in following clauses, instead of “ IECEx certificate of conformity”, “certificate of conformity” and “ the certificate”. 

 
	
	Agreed -  included in published version

Agreed -  included in published version

Agreed -  included in published version

	16
	DE
	
	
	Technical
	It should be ensured, that a CoC may be issued for a product with its variety of types. It shall be stated, that according to common practice, several temperature classes and protection measures are combined in one certificate.
	Add under 5.1:

The certificate may be issued for a product with its variety of types, including different process and electrical connections, different temperature classes, different types of protection, etc..


	Agreed -  included in published version

	17
	CN
	5.3
	
	Editorial


Editorial
	the 2nd line, …assessors selected… should be amended as “…assessor appointed…”.  

the 5th line, “..ISO/IEC 17025 and Guide 65..” should be amended as “.. ISO/IEC Guide 65 and ISO/IEC 17025..”


	
	Agreed -  included in published version

Agreed -  included in published version

Agreed -  included in published version

	18
	SE
	5.4
	
	Editorial
	Amend the sentence to read: “…permitted to issue endorsed ExTRs, QARs and IECEx Certificate of…”


	
	Agreed -  included in published version

	19
	CN
	5.5
	
	
	the last two lines of  the 1st paragraph, it should amend as “… issuing local and/or national certificate, ….to local and/or national certification.”. In 8.2.4 and 10, same situations should be amended according to this change.  

at the beginning of the first sentence of the 2nd paragraph, following sentence shall be added: “ Where relevant competence of the issuing body has been identified by the ExCB of the accepting country, ”…..  
	
	Editorial ; first para of 5.5 to have local “or’ National …..

 Agree

	20


	US
	5.5
	2
	Editorial
	Grammar error in paragraph.
	Change to:

Should the ExCB receiving an ExTR or QAR believe it to contain errors, the receiving ExCB shall contact the issuing ExCB before taking any action.


	Agreed -  included in published version

	
	AU
	5.5
	
	
	The requirement for endorsement of an ExTR by an ExCB should be removed, since the certification process takes care of the endorsement, as a first step to proceed for the issue of a Certificate of Conformity
	
	While this so when an IECEx CoC is issued there are still situations where an ExTR will be issued without a CoC

Leave as worded

	21
	CN
	7.2 and 7.4
	
	Editorial
	before Member body…, it should add “candidate member body and ” .


	
	Agreed -  included in published version

	22
	CN
	7.5
	
	Editorial
	if the country.. should be amended as “..if the member body of the country…”.


	
	Agreed -  included in published version

	23
	CN
	7.6
	
	Editorial

/technical
	should be amended as following:

In the event of a country’s ceasing to be a participating country, the ExCBs in that country shall lose the right to issue new IECEx CoCs, QARs and ExTRs.  

ExTRs previously issued shall remain valid. IECEx CoCs and QARs shall remain valid until the date of next following up assessment.
Within this period the manufacturer shall seek an alternative ExCB that accepts to maintain the validity of IECEx CoCs and QARs, otherwise the certificates and QARs shall be withdrawn.

	
	Agreed but provide for enquires to be directed to secretary who will consult with manufacturers and ExMC officers and members as required

Also need to address where ExCB is closed down

Also note that assumption is that product in field is OK unless notified

	24
	DE
	7.6
	
	Technical
	An issued certificate must remain valid, to ensure that apparatus in use can be used correct in formal aspects.

The manufacturer of an apparatus normally has not the information were the apparatus is used or if the manufacturer of an apparatus is no longer on the market there is no way to act
	In the event of a country’s ceasing to be a participating country, the ExCBs in that country

shall lose the right to issue new IECEx Certificates of Conformity and ExTRs. IECEx

Issued Certificates of Conformity shall remain valid for a period of 6 months following which they

shall be withdrawn.
ExTRs previously issued shall remain valid. QARs shall remain valid for a period of 6 months.

Within this period the manufacturer shall seek an alternative ExCB that accepts to maintain

the validity of the QARs


	Allow for the issue of an CoC to the current standards or 1 past edition only

No upgrading of existing certs required

	25
	DE
	8.1.1
	
	Technical
	To ensure that all certificates of conformity issued in different countries are based on the same version of IEC standards it must be clearly stated that always the latest version shall be used.

Remove “...and QAR,” in first line

Remove “... and that the manufacturer ... certified equipment.”
	An IECEx Certificate of Conformity is issued by an ExCB, on the basis of an ExTR and QAR, certifying that the type of Ex equipment identified on the Certificate conforms in all relevant respects with the latest versions of IEC standard(s) specified on the Certificate and that the manufacturer named on the Certificate manufactures the product under a quality system and associated quality plan(s) complying with the requirements of this Scheme, as a means of providing adequate confidence that the Ex equipment will be produced in conformity with the design of the certified equipment.
For issuing a certificate of conformity latest 6 month after publishing of a new version of an IEC standard this new version must be taken as basis
	Allow for the issue of an CoC to the current standards or 1 past edition only

No upgrading of existing certs required

	26
	SE
	8.2.1
	
	Editorial
	Amend the last sentence to read: “…for all standards used in the IECEx Scheme. An allocated part of the front cover sheet of the ExTR or a separate sheet may be used by the ExCB for endorsing the ExTR.


	The ExTR shall contain a clear description of the Ex equipment, or change to already certified Ex equipment, the name and address of the applicant and the manufacturer and the edition of the IEC standard, and amendments, if any. It shall give, as far as necessary, for each clause of the relevant standard a brief reference to the requirements, and the results of tests and examinations. The ExTR shall also contain the information necessary for identification of the Ex equipment such as type designation, ratings, description and photographs
	Agreed -  included in published version

	27
	US
	8.2.2
	
	
	The existing wording does not address the concept of changes to equipment which has already been certified and the need for a new ATR to be issued in support of the change


	The ExTR shall contain a clear description of the Ex equipment, or change to already certified Ex equipment, the name and address of the applicant and the manufacturer and the edition of the IEC standard, and amendments, if any. It shall give, as far as necessary, for each clause of the relevant standard a brief reference to the requirements, and the results of tests and examinations. The ExTR shall also contain the information necessary for identification of the Ex equipment such as type designation, ratings, description and photographs
	Agreed -  included in published version

	28
	CN
	8.2.4
	
	Editorial


	should amend as “… issuing local and/or national certificate, ….to local and/or national certification.”. 
	
	Agreed

	29
	DE
	8.2.4
	
	Technical
	See Comment 24
	Remove “...IEC Ex QAR and ...” in 1st line

Remove “... QAR...” in 2nd line
	Agree

	30
	US


	8.2.7

New
	
	
	This subclause supports the concept in 9.9 regarding “Ensuring conformity”. In 9.9 details are provided on suspension or withdrawal of IECEx CoC.  The possibility of suspension or withdrawal should also carry through to the IECEx ATR.


	Ensuring Conformity

The manufacturer has the responsibility to ensure that all Ex equipment for which an IECEx Assessment and Test Report (ATR) is issued is in conformity with the design of the certified equipment. Failure to do so, and any other misuse of the IECEx ATR could lead to suspension or withdrawal of the IECEx ATR by the ExCB.
	Agreed -  included in published version

	31
	CN
	8.3.1
	
	Editorial
	..(3 years).. should be amended as “ .., normally 3 years, …”


	
	QAR has a duration of 3 years……

	32
	SE
	8.3.2
	
	Editorial
	We propose to use the same wording (in principal), as in 8.2.3. The statement “ExMC shall prepare a document” is not suitable for Rules of procedure.
	
	Editorial for Secretary 

With consistency between the two clauses

	33
	DE
	8.3.4
	
	Technical
	The QAR including the required periodically re-audits is required for the certificate and also for the ongoing production. This must be made clear in the standard
	TheBecause QARs are transitory documents used in the preparation of IECEx Certificates of

Conformity and basis for the ongoing production, they shall not be used in any form of advertising or sales promotion in a way that the information may be misinterpreted order that the information is not

Misrepresented


	Agreed -  included in published version

	34
	DE
	9.2
	
	Editorial
	According to the state of the art, it should be possible, that the documentation is provided by the applicant in electronic format.
	Add the sentence:

The documentation may be provided in paper form or electronic format. If electronic format is used, it shall be provided in a commonly used file format, e.g. PDF or TIFF on a commonly used storage medium, e.g. 3.5” disk, CD-Rom, DVD-Rom.


	Agreed -  included in published version

	35
	DE
	9.5
	
	Technical
	The QAR must be seen independent from a specific certificate for an apparatus.

In the certification process only very specific quality activities if required must be checked 
	The ExCB shall assess the conformity of the manufacturer's quality system and associated

Quality plan(s) relevant to the Ex equipment listed on the IECEx Certificate of Conformity with

the requirements of the IECEx Scheme. In order to demonstrate how the quality system

ensures that equipment is manufactured in conformity with the design of the certified

equipment, Tthe manufacturer shall if required provide the ExCB with a copy of a quality plan for the Ex equipment to be listed on the IECEx CoC. The manufacturer may provide evidence of the suitability of the quality system such as certification/registration to ISO 9001 by a competent

body. The ExCB shall take the evidence into account when deciding the extent of the

assessment that it needs to conduct. The assessment shall include an “onsite assessment”

at the manufacturer’s premises to confirm implementation of the quality system and

associated quality plan(s). The ExCB shall issue an IECEx QAR.
	Refer to Proposal 01

	36
	DE
	9.5
	
	Editorial
	See comment 34
	Renumber clause 9.5 to clause 10. Renumber all following clauses accordingly (9.6->9.5,  ..., 10 to 11,....)


	Refer to Proposal 01

	37
	DE
	9.6
	
	Technical
	To be in line with the proposal for 9.5 in 9.6 also QAR must be deleted 
	Upon satisfactory completion of the work, the ExCB shall endorse the ExTR and QAR that together with an IECEx Certificate of Conformity shall be issued to the applicant, with a copy of each being retained by the ExCB. The manufacturer and the ExCB shall each retain a set of the documentation referred to in the certificate. The ExCB shall send a copy of the Certificate to the Secretary of the ExMC along with details of the ExTR and QAR.


	Refer to Proposal 01

	38
	DE
	9.6
	
	Technical
	See Comment 36
	Remove “...and QAR..” in 1st line

Remove last sentence “ The ExCB shall send... and QAR” 


	Refer to Proposal 01

	39
	CN
	9.7
	
	Technical
	at the 8th line, adding “, normally once per year shall be suitable.” after ..quality plan(s).


	
	Covered by ExMC/161/CD

Leave as worded

	40
	DE
	9.7
	
	Technical
	The QAR must be seen independent from the certificate for an apparatus and the paragraph is therefore not required


	Delete 9.7
	Refer to Proposal 01

	41
	DE
	9.7
	
	Technical
	See Comment 39
	Remove “...or arrange for another...behalf”


	Refer to Proposal 01

	42
	DE
	9.7
	
	Editorial
	See Comment 39
	Renumber clause 9.7 to clause 10.1 Renumber all following clauses accordingly 
	Refer to Proposal 01

	43
	DE
	9.8
	
	Technical
	To make clear that the process is only required if the explosion protection is involved the paragraph should be modified as given 

It is difficult to determine a “major change”. Amendments should always be possible with an existing certificate
	If the manufacturer wishes to make a change to the certified Ex equipment, were the explosion protection is involved, he shall apply to the ExCB which granted the IECEx Certificate of Conformity, describing the change and the measures adopted to ensure continuing conformity with the relevant standard(s). The ExCB shall arrange for such work as is necessary to be carried out to verify that the Ex equipment incorporating the change will still conform to the standard(s). The ExCB shall issue an addendum to the Certificate authorizing the change. The layout and content of the addendum shall be specified by the ExMC. The ExMC shall determine the extent of the change that can be accommodated using an addendum to the original Certificate. An ExCB may determine that a major change(s) requires a new Certificate to be issued
	Agreed -  included in published version

	
	AU
	9.8
	
	
	It is important that the manufacturers choice of ExCB is not limited by its original decision to use a particular ExCB. When changes are to be made there will generally be two possibilities: 1) the manufacturer will initiate the change; 2) an end user through an agent will want a change. The scheme must provide for this and have sufficient flexibility of choice of bExTL’s and ExCB’s.
	Delete sentences 1,2 &3 and replace with:

“If the manufacturer wishes to make a change to the certified Ex equipment, it shall submit the changed equipment as per these procedures. T o facilitate the assessment and certification the manufacturer shall identify the changes to the Ex equipment. If either the ExTL or ExCB consider the changes to be significant then the equipment will be treated as a completely new piece of equipment. If the ExTL and ExCB consider the change to be minor, an addendum to the original IEC ExCerificate of Conformity may be issued. An addendum to the QAR may be issued in relation to the change. 

“If an organisation that is not the manufacturer of the equipment requires to make a change to the certified equipment, that organisation must either initiate the change through the manufacturer or get permission from the manufacturer to make the change. Where either of these occurs the manufacturer has full responsibility for the changes.”
	Agree to include this first part into an Operational Document

Agree with comment to include now in IECEx 02

	
	AU
	9.8
	
	
	It is proposed that this clause is reworded—

a statement reading ‘Only the manufacturer can make applications for changes for their own certified equipment.’

a NOTE or statement clarifying what is intended to be considered a ‘change’.


	
	Covered by earlier discussions

	44
	DE
	 New 9.9
	
	Technical
	A procedure must be foreseen, allowing that a CoC for an Ex-product, which is produced or traded by another manufacturer in licence, may be transferred easily without re-assessment.
	Add clause 

9.9 Simplified certification procedure for products under licence agreement:

A product “a”, which is IEC Ex certified by manufacturer “A”, can simply be certified by manufacturer “B” in his name as product “b”. It may be produced by manufacturer “A” or “B”. Both must provide an own QAR.

Manufacturer B must submit following documents:

· Application form identifying the manufacturer “B” and the product “b”

· Agreement of manufacturer “A”, that authorises manufacturer “B” to apply for an IEC Ex CoC for product “b” based on the Ex CoC of product “a”.

· Statement of manufacturer “B”, that product “b” is identical to product “a”, except colour, label and packaging.

· Table identifying the correlation between versions of product “a” and product “b” (e.g. order codes) 


	Agree with the principle and must allow for this noting that 8.1.1 requires cert in name of manufacture

Include details of DE proposal in Ops Doc.

	45
	US
	9.11
	
	Technical
	The additional text is patterned after that used in the CB Scheme (refer to subclause 6.1.4 of IECEE 02).


	……the amount to be decided by the ExMC. The surcharge is to be collected by the ACB handling the application, and remitted to the IECEx account.
	Agreed -  included in published version

	46


	DE
	9.12
	
	Technical
	See Comment 2
	Remove last bullet “

the manufacturers quality system ....certified equipment”


	Refer to Proposal 01

	
	AU
	9.12
	
	
	IEC CoC’s must be withdrawn where it is identified that due process has not been undertaken or the equipment design can no longer be considered as explosion protected.
	Include additional dot points:

· The assessment by an ExTL has been found to be deficient.

· The assessment by the ExCB has been found to be deficient.

The equipment design cannot be considered as explosion protected
	Agree

	47
	CN
	10
	
	Editorial
	should amend as “… issuing local and/or national certificate, ….to local and/or national certification.”. 


	
	agree

	48
	RU


	10
	
	Technical
	In 10, " Use of Ex TRs and QARs for National Certification" compulsory" should be changed to "voluntary". (Acceptance procedure of Test Reports and Quality Assessment Reports of manufactures is according to the Russian legislation is not legitimate).


	
	Leave as worded as this  is the foundation of the scheme.

Request explanation from RU at ExMC

	49
	CN
	10.1
	
	
	“Documentation” should be amended as “ General”.


	
	Agreed -  included in published version

	50
	CN
	10.2
	
	
	a) “National Certification” should be changed to “Documentation”. 

b)    adding “and/or QAR” after ExTR.


	 
	Leave as worded

	51
	DE
	10.2
	Last sentence
	Technical
	An IEC ExCB should only request a test sample of the Ex equipment, if justified doubts about the correctness of the ExTR are referred to the Board of Appeal in written format (see 10.5). Otherwise the ExTR would be completely degraded.
	Delete in the 2nd sentence:

...the ExCB may request a sample of the Ex equipment and copies of the ....

Add:

A test sample may only be requested if justified doubts about the correctness of the ExTR are referred to the board of appeal in written format (see 10.5)


	In addition, for the purposes of 10.1 the ExCB may……

	52
	DE
	10.4
	
	Technical
	An Ex CB must not refuse an ExTR because of revised standards. Generally, a former standard is not unsafe, but the state of the art has changed. 

Otherwise, an ExTR, which the applicant has paid for, would be worthless after some time and the acceptance of the whole system would be reduced.
	Delete the word “Invalid” in the header.

Modify the first sentence by:

The ExCB must recognize the ExTR even, when the standards .... are no longer valid in the country of the receiving ExCB. If necessary, the receiving ExCB may perform an assessment of the product according to the differences between the new and former standard, on which the ExTr was based upon.


	Delete 10.4 as covered by 10.1 and 7.4

	53
	CN


	11.2.5
	
	
	adding “including whether the ExTR review is needed” after “..and recommendations,”.


	
	Must apply to ExCBs also CN comment covered by 11.2.12

	54
	CN


	11.2.12
	
	
	the first two lines should be amended as following: “As …Member,  where the ExTR review is recommended in the report of assessment,  newly accepted and reassessed  ExTL shall……”.


	
	Covered by decision on comment 53

	55
	SE
	12.2
	
	Editorial
	Information, of which countries which accept IECEx Certificate of available to the public also. Conformity, shall be made readily 
	
	Support comment

	56
	RU
	Annex B
	
	Technical
	Application Form of Certification Body for the recognition as Ex MB should be added to Annex B


	
	Agreed -  included in published version

	57
	RU
	Annex D
	
	Technical
	Application Form of Test Laboratory for accreditation as Ex TL should be taken from Annex D to Annex C.


	
	Agreed -  included in published version
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	OBSERVATIONS OF THE SECRETARIAT
on each comment submitted
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	IECEx Treasurer
	
	
	General
	1. Thanks for your comments. I fully understood that this document must be focused especially on Ex...having the knowledge of Ex. I was many times thinking about guide 65 when reading 161. However, I have the feeling that the philosophy of guide 65 is met. Compared to guide 65 and certification system 5 document 161 is more focused on the product CoC, where in a system 5 a very clear separation is made between the factory inspection (including quality audit) and the type testing. Hence, all the modules will then be added, including a contract between the CB and the customer in order to issue a certificate


	
	Noted
	Covered by Earlier discussions

No changes to document

	
	
	
	
	2. I have read document 161 and wish to place the following questions:

page 15, para 5.5.b

Do we have an official NCR form?

page 33, para 6.8.1

Rating B under Definitions: ... Also where compliance of the product...

compliance or non-compliance?

This one more time an excellent prepared paper.


	
	While NCR form is involved on Page 52 of ExMC/161/CD ExCB may prefer to use their own
	NCR form is provided on page 52 however final format may require editing based on outcome of ExMC decisions. 



	IEC/TC 31

Chairman


	
	
	General
	Minor editorials


	
	To be incorporated in revised document
	Noted

	DE
	
	
	General
	Germany is in principle in favour 


	
	Noted
	

	DE


	
	
	General
	The procedures for the CoC and the QAR are linked in the document. The link between both leads to additional unnecessary administration and would slow down the certification process. The acceptance of the new certification scheme by manufacturers would be questionable. Hence, the quality assessment should be completely decoupled from the product assessment.

In practice the described common procedure is the exception, because the QAR must only be issued once with the first CoC. The following applications for another CoC do not require a repeated QAR procedure, provided the validity of the QAR has not expired.
(See also German comments on ExMC/154/DV)


	The certification procedure for the CoC should be decoupled from the quality assessment. One way to ensure, that the CoC is only used after a valid QAR has been issued, could be a restriction in the CoC, that the CoC is only valid in combination with a valid QAR. 

The manufacturer has to provide the product with both, the CoC and a valid QAR. The latter can be provided e.g. by the manufacturers internet homepage. 
	Note that the DE comment is consistent with DE’s comment on revised IECEx 02. This issue is scheduled for discussion at both joint meetings of WGs 1 and 5 and also of the ExMC, Budapest 2003.

However we must remember that ISO/IEC Guide 65 does require a connection between product evaluation (testing) and assessment of manufacturers systems 
	This comment relates to DE comments detailed in ExMC/159/RV and is covered if ExMC agrees with Proposal 01/2003 



	GB
	
	
	General
	We are generally supportive of this document, recognizing its derivation from a similar document used within Europe. (It may be prudent to do a word search on “notification” and “notifications”, since there still seem to be a number of references left over from the European text.  Note also the inclusion of “protective system, etc.” on Appendix A, which relates particularly to the ATEX Directive and is not relevant to IECEx.)


	
	Agree
	Editorial changes required

	GB
	5.2 etc
	
	General
	We believe that there is insufficient emphasis placed on the initial document review, and too much on the initial site visit.

Our experience over the last ten years or so is that the initial on site assessment often takes place before there is any evidence of production of the particular type of product, which only takes place after the certificate is issued. For this reason, we emphasize the documentation, understanding and capability at the initial stage then conduct an in depth first surveillance as soon as production is properly under way.  This would normally be between six and nine months after the initial assessment.

For this reason, we believe that further work needs to be done on the resource guidance given in the table on page 12.

There is a text error in the second last paragraph on page 12.  The first and second sentences contradict each other.  We suggest that the second sentence should read “Further surveillance visits may be conducted at the discretion of the IECEx Certification Body, but there shall be at least one surveillance visit between three yearly re-assessments.”  (Any other interpretation of the ambiguous text would seem to suggest that Type C and Type D manufacturers are treated identically, which is presumably not the intention.)


	
	My experience supports the GB comment, especially when dealing with regulated fields such as Ex where the supplier cannot supply until they have certification or approval

For further discussion in Budapest
	Propose inclusion of a note that draws attention to the need for a document review and then possibility for a short duration to the first surveillance audit.

	Appendix A
	

	GB
	
	
	General
	According to 6.2.2, the Certification Body can amend the scope of the QAR after it is issued.  Also, the proposed layout does not allow for a situation where, for example, a single report may be covering an initial assessment for three ExTRs and a re-assessment for 30 ExTRs, each with various combinations of concepts.

It is suggested that the Front Sheet of the QAR (which is the document to be lodged with the secretariat) should list the protection concepts and the generic types of apparatus that have been audited.  A database should then be set up which cross refers the actual ExTRs, QARs and certificates and can be maintained as a live view of the situation.


	
	Wording does appear a little too loose

For further discussion in Budapest
	Agree with comment

Further editorial review required


***End of report***
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